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FISCAL YEARS 2005 & 2006

Preface

The Advisory Committee on Research on Women's Health (ACRWH), in concert with the Office of Research
on Women's Health (ORWH), and the Coordinating Committee on Research on Women's Health (CCRWH),
is pleased to submit to the Director of the National Institutes of Health (NIH) this report describing the com-
prehensive and coordinated efforts of the NIH Institutes, Centers, and Offices to address women’s health issues
through research and related activities supported in fiscal years (FY) 2005 and 2006. This report also provides
corresponding information and analysis concerning levels of support for such research and related activities.

In accordance with the NIH Revitalization Act of 1993:

» The Advisory Committee shall be composed of no fewer than 12, and not more than 18 in-
dividuals who are not officers or employees of the Federal Government. The Director of the
Office shall make appointments to the Advisory Committee from among physicians, practitio-
ners, scientists, and other health professionals, whose clinical practice, research specialization,
or professional expertise includes a significant focus on research on women'’s health. A major-
ity of the members of the Advisory Committee shall be women.

» The Director of the Office shall serve as the chair of the Advisory Committee.
» The Advisory Committee shall:

* advise the Director of the Office on appropriate research activities to be undertaken by the
national research institutes with respect to:

— research on women'’s health;

— research on gender differences in clinical drug trials, including responses to pharmaco-
logical drugs;

— research on gender differences in disease etiology, course, and treatment;

— research on obstetrical and gynecological health conditions, diseases, and treatments;
and

— research on women’s health conditions which require an interdisciplinary approach;
* report to the Director of the Office on such research;

 provide recommendations to such Director regarding activities of the Office (including
recommendations on the development of the methodologies described in subsection
(c)(4)(C) of this section and recommendations on priorities in carrying out research de-
scribed in subparagraph (A)); and

* assist in monitoring compliance with section 289a-2 of this title regarding the inclusion of
women in clinical research.

! Public Law 103-43, 107, Stat. 22 (codified at 42 U.S.C. 289.a-1) [Sec. 486(287d)(d)].
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» The Advisory Committee shall prepare a biennial report describing the activities of the Com-
mittee including findings made by the Committee regarding:

— Compliance with section 289a-2 of this title;

— The extent of expenditures made for research on women’s health by the agencies of the
National Institutes of Health; and

— The level of funding needed for such research.

* The report required in subparagraph (A) shall be submitted to the Director of NIH for in-
clusion in the report required in section 283 of this title.

The ACRWH has reviewed the information submitted by the Institutes, Centers (ICs), and Offices
contained herein and believes that this report accurately reflects the breadth and depth of research
and related activities through which the NIH fulfilled its mandate from the U.S. Congress to address
women'’s health issues and women's inclusion in research in FY 2005 and 2006. The information
and data in this report were prepared and submitted by each of the NIH ICs and highlight signifi-
cant research studies, achievements, and initiatives that have contributed to an increased knowledge
of women'’s health. Using criteria supplied by the NIH CCRWH, the NIH Office of Financial Man-
agement (OFM), the NIH ORWH, and the United States (U.S.) Department of Health and Human
Services (DHHS) Office of Women'’s Health, the ICs have also supplied information on budget al-
locations for women's health research during the same time period.

In this report, ORWH documents its role in catalyzing interdisciplinary research on women'’s
health in concert with the NIH ICs and Offices, promoting and monitoring women’s inclusion in
clinical research, and developing programs to nurture women in biomedical careers and to support
women and men in women's health research careers during FY 2005 and 2006. The Office de-
scribes in some detail its programs to promote women'’s participation and advancement in biomedi-
cal careers through a number of programs carried out in collaboration with professional societies,
universities, medical schools, and research institutions nationwide.

The executive summary features program highlights from the NIH ICs and Offices, as well as
analyses of funding of research on specific diseases and conditions presented in tabular format. Full
reports submitted by ICs and Offices constitute the greater part of this report. Research supported
by the ORWH during FY 2005 and 2006 is presented in the appendices.

The ACRWH acknowledges the valuable contributions of the NIH CCRWH, which is made up of
the directors of each of the ICs and Offices (or their designated representatives), in preparing this
report. We are also grateful to the many staff members of the Institutes, Centers, and Offices who
prepared and reviewed the reports of the ICs. We particularly appreciate the work of the NIH OFM
in collecting and tabulating the budgetary data published in this report.

Finally, the ACRWH acknowledges the work of the ORWH staff. This report reflects the achieve-
ments of the ORWH in fulfilling its mission and meeting its responsibilities, as stated in the NIH
Revitalization Act of 1993.
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Introduction

When the National Institutes of Health announced that it was establishing an Office of Research
on Women's Health (ORWH) in September 1990, there were great expectations of what might
result, but it is unlikely that, at that time, anyone expected the magnitude of programs and
accomplishments related to women's health research and careers that would flourish across the NIH
in the years that would follow.

The ORWH became the first office within the Department of Health and Human Services to
have the specific purpose of addressing women's health issues, yet its initial intent was to abate
the criticisms that NIH did not have a consistent or enforced policy that required the inclusion of
women in the research that it funded, especially when that research was on conditions that were
not female specific. Over the years that have followed, the NIH Institutes and Centers, often with
ORWH's collaborative support, have funded research that addresses specific gaps in knowledge
about women. But they also have independently given increasing attention to ensuring research
that allows comparisons of differences, or similarities, between men and women in responses to
interventions being examined through clinical research. And, these concepts are beginning to
penetrate the thinking at the basic laboratory research level, although without a specific NIH policy
requirement. While the ORWH has specific goals to enhance women'’s health research, develop
programs to promote biomedical career advancement for women, and, for both men and women, to
conduct women's health research or studies that provide sex/gender aspects of health by comparing
men and women in their responses to the interventions studied, the ORWH has continued its initial
mission by leading trans-NIH efforts for consistent monitoring of the inclusion of women and
minorities in clinical research.

This report is a comprehensive summary of all of the activities and programs of the ORWH, as
well as an Executive Summary followed by more detailed information of highlights of women's
health research within the NIH ICs and Office of the Director Program Offices.

Many continue to attempt to evaluate progress on women'’s health research by referring to
budgetary expenditures on women's health when compared to men’s health. This is not the most
reliable way to assess progress, primarily because basic laboratory studies are at the foundation
of progress about women's health, and often such basic studies have the potential to increase
knowledge about both men and women, or serve as the foundation for ensuing clinical research.
Further, with the current concepts of women’s health extending beyond that of the reproductive
system, and with the NIH policy of inclusion requiring that both men and women be included in
clinical research on conditions that affect them—therefore, referring to research that is not female
specific, both sexes are included in the studies. The result is that NIH research dollars must be
summarized as that related to women’s health research, that related to men’s health research, and
that related to, or including, both men and women. Consequently, the figures reported as specific
for women'’s health research must be considered to be less than the total spent to explore women’s
health, with consideration of the additional amount listed under both. A section included in this
report, based upon figures provided by the ICs, provides specific amounts for FY 2005 and FY 2006
included in this report.

Approximately $3.5 billion was spent each year on sex/gender-specific research related to
women's health. In addition, over $22.5 billion was spent on research that benefits both women
and men as either basic or laboratory research or clinical studies that included both women and
men. Another way of reporting this data is that almost 13 percent of the NIH research budget was
expended on research specific to women, almost 6 percent was expended on research specific to
men, while the overwhelming majority (over 81 percent) of research funds were spent on research
that either included both women and men, or was laboratory investigation that was important for
exploring the health of both women and men.
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In accordance with the NIH Revitalization Act of 19932, the Office of Research on Women's
Health (ORWH) collaborated with NIH staff and members of the Coordinating Committee on Re-
search on Women's Health (CCRWH)? to provide these programmatic summaries of NIH research
and other efforts related to women's health in FY 2005 and 2006. The ORWH also describes its role
in catalyzing interdisciplinary career development and research centers on women's health and sex/
gender research. In addition, the Office develops programs to strengthen and foster women'’s par-
ticipation and advancement in biomedical careers and to promote careers for both men and women
to conduct women's health or sex/gender based research. A complete listing of research, career
development, and other projects supported by the ORWH during FY 2005 and 2006 is included in
the appendices. The specific trans-NIH activities that monitor and track the inclusion of women and
minorities in clinical research are also described. Highlights of women'’s health and sex/gender re-
search supported by the NIH institutes, centers, and offices are also included in this report. The NIH
Institutes and Centers with grant-making authority have reported progress in basic, clinical, and/or
translational research that is benefiting girls and women, as well as serving to identify if and when
sex/gender differences exist. The Offices within the Office of the NIH Director have also contributed
to this research and this report.

A major ORWH research area relates to interdisciplinary programs. One of these programs is
the Specialized Centers of Research on Sex and Gender Factors Affecting Women's Health (SCOR).
Eleven SCOR Centers have demonstrated exciting new developments from interdisciplinary research
approaches to advancing studies on how sex and gender factors affect women's health. Each
SCOR promotes interdisciplinary collaborations and the development of research bridging basic
and clinical sciences on sex and gender factors underlying a priority health issue. Research areas
addressed by the centers include mental health, reproductive health, pain disorders, substance
abuse, and urinary tract health. The SCOR program complements other federally supported
programs addressing women'’s health issues. Another major interdisciplinary program is the
Building Interdisciplinary Research Careers in Women's Health (BIRCWH). The BIRCWH program
grants provide an opportunity for institutions to be involved in women'’s health and sex/gender
oriented research and to build a national supply of investigators by providing research training in
conjunction with strong scientific and career mentoring that will enhance the career development
of the women and men who are selected as scholars. This program has made impressive progress,
with the 35 BIRCWH centers producing 287 scholars, most of whom have gone on to academic
positions and received NIH grant awards. Other career development programs supported by the
ORWH include the Women'’s Reproductive Health Research Career Development Centers (WRHR)
of the National Institute of Child Health and Human Development, and numerous other NIH RFAs
and PAs.

The NIH ICs and Offices present a brief accounting of their scientific advances in the Executive
Summary section of this report. More detailed discussions of these advances are included in the
section on Reports of the Institutes, Centers, and Offices.

This report is prepared for, and reviewed by, the Advisory Committee on Research on Women'’s
Health, that has the responsibility for preparing a report on the activities related to women's health
at the NIH.

You are invited to read this in-depth report to become acquainted with the tremendous advance-
ments that have taken place during this 2-year period and the promise for even greater advance-
ments in the future, representing the broad diversity and success of the ORWH, and the trans-NIH
activities to advance the health of women and men, and career opportunities in biomedical sciences.

Vivian W. Pinn, M.D.
Associate Director for Research on Women'’s Health
Director, Office of Research on Women’s Health

2Public Law 103-43, 107, stat, 22 (codified at 42 USC [sec.486 (A)].
3See pages 17-20 for a list of the CCRWH members.
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Office of Research on Women’s Health

ESTABLISHMENT OF ORWH

In 1983, the Assistant Secretary for Health,

Dr. Edward N. Brandt, established the Public
Health Service Task Force on Women's Health
Issues when he recognized the paucity of data
specific to women's health and programs. New
concepts for federal initiatives for women's
health began to evolve. A 1985 report, The
Task Force on Women's Health Issues, delineated
a series of criteria for “differentiating a health
problem, condition, or disease as a woman's
issue.” The criteria included:

> diseases or conditions unique to women or
some subgroup of women;

> diseases or conditions more prevalent in
women or some subgroup of women;

» diseases or conditions more serious in
women or some subgroup of women;

» diseases or conditions for which risk factors
are different for women or some subgroup
of women; or

» diseases or conditions for which inter-
ventions are different in women or some
subgroup of women.*

The report recommended “biomedical and
behavioral research should be expanded to
ensure emphasis on conditions and diseases
unique to, or more prevalent in, women in all
age groups.”’

Following the issuance of the report of the
Public Health Service (PHS) Task Force on
Women's Health in 1985, the NIH established
a policy for the inclusion of women in
clinical research. This policy, which urged the
inclusion of women, was first published in the
NIH Guide to Grants and Contracts in 1987.
Later that year, minority scientists and other
researchers at NIH recognized the need to
address the inclusion of minority populations.
As aresult, a later 1987 version of the NIH

Guide published for the first time a policy
encouraging the inclusion of minorities in
clinical studies.

In 1990, the Congressional Caucus for
Women's Issues requested that the General
Accounting Office (GAO) conduct an
investigation into the implementation of the
guidelines for the inclusion of women by the
NIH. This report, included in congressional
testimony, indicated that the implementation
of the policy for the inclusion of women was
lacking, that the implementation was slow and
not well communicated, that gender analysis
was not implemented, and that the impact
of this policy could not be determined.® The
GAO testimony also indicated that there were
differences in the implementation of the policy
recommending the inclusion of minorities,
and that not all Institutes and Centers factored
adherence to these policies into the scientific
merit review.

The GAO findings concerning the lack of
consistent implementation of policies for
inclusion of women in clinical trials supported
by the NIH catalyzed NIH to establish the
ORWH within the Office of the Director (OD)
in September 1990. Since its establishment,
the ORWH has served as the focal point for
women's health research at the NIH. The
ORWH is under the direction of a Director
who:

» advises the NIH Director and staff on

matters relating to research on women's
health;

> strengthens and enhances research related
to diseases, disorders, and conditions that
affect women;

» ensures that research conducted and
supported by NIH adequately addresses
issues regarding women's health;

> ensures that women are appropriately repre-
sented in biomedical and biobehavioral
research studies supported by NIH;

“NIH Guidelines on the Inclusion of Women and Minorities as Subjects in Clinical Research, 59 Fed. Reg. 14508 (1994)
>Women's Health: NIH has Increased Its Efforts to Include Women in Research (GAO/HEHS-00-96, May 2000)
¢ National Institutes of Health: Problems in Implementing Policy on Women Study Populations (GAO/T-HRD-90-38)
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» develops opportunities for and supports
recruitment, retention, re-entry, and
advancement of women in biomedical
careers; and

» supports research on women's health
issues.

ORWH AND RESEARCH ON
WOMEN’'S HEALTH

This report on women'’s health at the NIH for
FY 2005 and 2006 marks the 16th anniversary
of the ORWH. The ORWH was the first office
in DHHS to address women's health. At its
inception in September 1990, the primary
mission of the Office was to respond to
concerns related to a lack of systematic inclu-
sion of women in NIH-supported clinical
research trials. Since that time, the scope of
interest and responsibility of the ORWH has
expanded greatly. Research supported by the
NIH has afforded much progress in under-
standing a range of issues related to women'’s
health, including sex and gender factors that
affect a number of diseases and health condi-
tions. The NIH approach to both clinical and
basic research now encompasses the entire life
span of women. Progress to date is evidenced
by research findings related to women and
minorities as well as the establishment of
research priorities to fill existing gaps in knowl-
edge and to address emerging scientific ques-
tions. This expansion of effort and knowledge
is not simply the result of ORWH activities; it
also reflects the efforts of the NIH ICs as well
as other programs within the OD at the NIH.
One element of the mission of the ORWH
is to stimulate and encourage meritorious
research on women's health, including the
role of sex and gender in health and disease.
Women's health research and the study of sex
and gender factors continued to expand both
in complexity and scope in FY 2005 and 2006.
Although ORWH does not have grant-making
authority as do the NIH ICs, the ORWH
does serve as the catalyst and coordinator
for activities in the area of women's health
research across the NIH. All NIH IC and
OD program offices with research portfolios
support or co-fund biomedical and behavioral

research projects related to women's health.
These projects are highlighted in this report.
The ORWH also collaborates with other
agencies in DHHS and with the broader
scientific, health professional, and advocacy
communities to determine areas for which
further research on women's health is needed
and to implement the recommendations from
the report, Agenda for Research on Women's
Health for the 21st Century. Moreover, the
ORWH takes a multimedia approach to
communicate the advances being made

from past and current research, maintains

a Web site, produces a monthly podcast on
women'’s health, provides education through
distribution of informational documents and
videotapes of conferences, provides an online
sex and gender course, and reaches out to

the general public, advocacy groups, health
professionals, and organizations to generate
interest in women's health.

To keep the research agenda current, an ad
hoc Research Subcommittee of the CCRWH
(see Appendix A for detailed list of members)
annually reviews the current research and
identifies critical scientific opportunities
and research priorities that address gaps in
knowledge and emerging scientific issues in
women'’s health. This group recommends
to the ORWH those scientific areas that are
determined to be of special importance for
expanding current initiatives or for developing
new research programs. The recommended
research priorities are reviewed and
discussed for their appropriateness for NIH
research by the full CCRWH. The ACRWH,
in a final review, modifies or approves the
recommended research priorities to the
ORWH.

The list of research priorities is by no means
comprehensive nor does it intend to limit
new studies to only those topics. Rather, the
recommended priorities signify areas which
the NIH wishes to stimulate and encourage
research on women's health or sex and gender
factors affecting health. The priorities may
also address the need to expand current or
past research that did not adequately address
sex and gender analysis or provide a specific
focus on women. Moreover, priorities identify
areas and approaches for the advancement of
women in biomedical research careers.



The following section of the biennial report
describes the activities of the ORWH. The
reports from the NIH ICs and Offices follow.
The ORWH section is organized around the
major missions of the Office, namely research,
monitoring the inclusion of women and
minorities in clinical research, biomedical
careers, conferences and workshops, and
outreach. It starts with the NIH Research
Priorities for Women's Health for both FY
2005 and 2006, which address overarching
themes calling for research in women’s health,
enumerates areas of research interest, and
describes special emphasis areas. Several
themes are addressed in both fiscal years,
highlighting the importance and complexities
of these issues, noting progress made, and
underscoring the cumulative process of
building a sound scientific foundation for
women's health. Information on specific
research projects funded or co-funded by
the ORWH in FY 2005 and 2006 follows.
Individual projects are grouped by diseases
and conditions affecting women’s health.

As research has produced important data

on women'’s health, the research questions
have become more complex, often requiring
the contributions of scientists from different
disciplines. Thus, the description of research
includes information on interdisciplinary
programs supported by the ORWH that
encompasses critical research projects, as well
as career development in women’s health and
sex/gender research. Because the purview of
the ORWH spans the diseases and conditions
of women covered by the various NIH ICs and
Offices, it is uniquely positioned to serve as the
coordinator for research across the NIH. For
example, the Office coordinates the trans-NIH
research efforts for chronic fatigue syndrome
(CES). Thus, the research component of

this report includes a description of the CFS
program and associated research portfolio.
After the research section, the report covers
monitoring inclusion of women and
minorities in clinical research, biomedical
careers, conferences and research planning
workshops, and outreach. However, the
mandate of the ORWH goes beyond research
to include career development. To ensure
future progress of research on women's health,
it is important to train scientists to work in this
area. Thus, this report includes a section on

FISCAL YEARS 2005 & 2006

programs to develop biomedical careers for
research on women's health and sex/gender
factors.

In addition to programs for biomedical
careers, the ORWH has developed Web-
based instruction in the importance of
sex and gender factors in health to inform
those already engaged in health research
and practice. In collaboration with the Food
and Drug Administration (FDA) Office of
Women's Health (OWH), ORWH launched
the course, The Science of Sex and Gender in
Human Health, in June 2006. The course offers
participants a basic scientific understanding of
the major physiological differences between
the sexes, their influence on illness and health
outcomes, and their implications for policy,
medical research, and health care. Designed
for researchers, clinicians, members of
academia, and students in health professional
schools, the course built on the Institute of
Medicine (IOM) report, Exploring the Biological
Contributions to Human Health: Does Sex Matter?
This report was issued in 2001 and received
support from the HHS, OWH, NIH ORWH,
FDA, and the Society for Women's Health
Research along with other federal and private
agencies. The course, which is free to the
publig, is self-administered. It comprises six
lessons that cover the definitions of sex and
gender, the development and implementation
of federal research regulations, cell physiology,
developmental biology, pharmacodynamics
and pharmacokinetics, and clinical
applications of genomics. The course is
available online at http://orwh.od.nih.
gov/. This activity was approved for six AMA
PRA Category 1™ credits. Participants who
complete the course receive a certificate from
the NIH. Since its launching in 2006, 1,712
people have registered for the course. Based on
information on their Internet service providers,
273 registrants come from government, 350
from educational institutions, 122 from
other organizations, and the remainder from
unspecified organizations. A second course
module is currently in development. It will
apply the basic concepts presented in the
initial course to specific conditions where sex
differences play a significant role.

The ORWH provides support for
conferences and workshops on scientific topics
related to its purview. The ORWH strives to
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ensure that the information generated from
the NIH investment in research on women's
health is informing future research efforts and
the clinical care of women. It is important to
note that the ORWH considers outreach to the
larger population of clinicians, women, and
other interested people to be a very important
part of its mandate. Thus, the Office provides
information on a range of outreach activities
as follows.

Research

The ORWH seeks to strengthen and enhance
research related to diseases, disorders, and
conditions that may be unique for girls and
women, as well as those that affect both men
and women, but for which sex and gender
differences may occur or have been document-
ed. It also seeks to ensure that the broad array
of research funded by the NIH adequately
addresses women's health, and to ensure the
inclusion of women and minorities in biomed-
ical and biobehavioral research. The Office
works in partnership with the NTH ICs and the
extramural scientific communities to integrate
women's health into the scientific framework
of NIH and to establish research priorities

for each year. As stated previously, the report
begins with a description of the research prior-
ities and programs for FY 2005 and 2006.

FY 2005 NIH Research Priorities
for Women'’s Health

Overarching Themes

Four overarching themes are important for
addressing any aspect of research on women'’s
health. They include:

» Life Span,
> Sex/Gender Determinants,

» Health Disparities/Differences and
Diversity, and

» Interdisciplinary Research.

LIFE SPAN

The health of girls and women is affected by
developmental, physiological, and psycho-
logical age. Women's lives are marked by

a continuum, from intrauterine life to the

elderly years. Critical periods include infancy,
childhood and adolescence, menarche, repro-
ductive life, the menopausal transition, post-
menopausal years, the elderly, and the frail
elderly. Many women's lives and health status
are influenced by other factors, such as work
inside and outside the home, child care and
elder care responsibilities, reproductive status,
and chronic illness. Each of these factors may
influence health, disease, treatment choices,
and response to therapy. Researchers should
consider these variables in designing studies
related to women'’s health.

SEX/GENDER DETERMINANTS

Women are characterized by both sex and
gender, as highlighted in the Agenda for
Research in Women's Health for the 21st Century
and the IOM report, Exploring the Biological
Contributions to Human Health: Does Sex Matter?
In this context, the term sex refers to being
male or female according to reproductive
organs and functions assigned by chromo-
somal complement. Sex factors that contribute
to the biological differences include chromo-
somes, reproduction, and hormones. Gender
refers to socially defined and derived expecta-
tions and roles rooted in biology and shaped
by environment and experience. Gender and
sex are important considerations in most areas
of research, including psychological, social,
and behavioral studies. Consideration of
these variables is critical to the accurate inter-
pretation and validation of research affecting
women's health. Moreover, these variables
determine how similar or different health or
disease processes may be among women or
between men and women.

HEALTH DISPARITIES/ DIFFERENCES AND
DIVERSITY

Women are disproportionately affected by
some conditions and diseases in terms of
incidence, diagnosis, course, and response to
treatment. Some populations of women may
be at higher risk for adverse disease outcomes
because of several factors, such as culture,
education, access to care, quality of care,

and access to opportunities for inclusion as
research subjects in clinical trials and studies.
Thus, clinical research should include, but not
be limited to, population-specific characteris-
tics, such as cultural diversity, race/ethnicity,
immigrant status, rural or inner city residency



status, poverty or low socioeconomic status
and associated effects, sexual orientation, and
physical or mental disabilities. Furthermore,
basic research is needed to define biological
factors that may underlie health disparities and
population differences.

INTERDISCIPLINARY RESEARCH

With increased understanding of the inter-
relatedness and complexity of diseases,
scientific investigation can benefit from
collaborative, interactive approaches associ-
ated with interdisciplinary research. Advances
in women'’s health can be better achieved by
promoting partnerships across disciplines

for basic, clinical, and translational research.
A synergy of progress in research can result
from interdisciplinary collaborations among
researchers participating in federal programs
that provide access to the latest scientific tools,
technologies, and concepts for women's health
research. These collaborations can involve
researchers working in academia, private
industry, and other federal settings. A number
of interdisciplinary approaches are relevant to
research on women'’s health, including bioen-
gineering and biomedical informatics, genom-
ics, proteomics, imaging, and metabolomics,
and can facilitate research that integrates basic,
clinical, and translational research, population
studies, molecular and cellular investigations,
behavioral and social science research, and
health services and outcomes research.

Areas of Research Interest

Within the research continuum that spans
basic, clinical, and translational studies,
important questions remain concerning sex
and gender differences. Research is needed
to identify the optimal methods to translate
knowledge gained from basic science research
into clinical research and practice to improve
clinical outcomes in women. Studies are
needed to determine the best clinical practices
to provide appropriate care for women and
men. Information from this research not only
increases the base of scientific and clinical
knowledge, but it also is necessary for women
and their clinicians to manage their health care
decisions.

Through interdisciplinary collaborations,
research can contribute to the development
and evaluation of effective strategies to

FISCAL YEARS 2005 & 2006

improve the quality of care and the quality

of life for women. Better mechanisms to
translate clinical research results into standards
of health care and health policy are needed

to improve women'’s health. In addition,
providing feedback from clinical settings to
scientists working at the bench can lead to new
research hypotheses and projects.

The following list is illustrative of important
research areas, but it is not exhaustive. Thus,
areas of research interest include, but are not
limited to:

» In vitro studies of chromosomal, genetic,
gonadal, and phenotypic factors that are
important in diseases affecting women,
as well as similar in vivo studies in animal
models;

> Etiologic mechanisms to elucidate sex
differences in cells, tissues, or organs, with
consideration to physiological and/or
immune responses to environmental and
infectious agents;

» Cellular and molecular studies of the
mechanism of action and effects of
complementary and alternative medicines
and dietary supplements in the treatment
of conditions or diseases that differentially
affect women;

> Studies of the pathogenesis of diseases
that differentially affect women, including
those affecting behavior or the endocrine,
musculoskeletal, autoimmune, urologic,
cardiovascular, ophthalmic, and
neurobiological systems;

> Systemic and cellular modeling of
biological pathways and systems related to
women's health;

» Clinical trial methodology related to studies
of women, including ethical issues, study
design, novel recruitment strategies, and
novel statistical analysis techniques;

> Mental health studies, such as studies on
the incidence, severity, and treatment of
depression and other addictive, mood,
cognitive, and anxiety disorders, including
physical and physiological stressors;

> Studies on the effects of caregiving on the
health of the caregiver and the effects of the
multiple and competing societal roles of
women on their health;
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» Studies of behavioral correlates that affect
the selection and advancement of women'’s
careers in biomedical sciences;

> Studies of agents for optimizing the
management of menopausal symptoms;

» Studies on the role of the menstrual cycle on
the initiation and course of disease and the
response to treatment;

» Studies on the effect of pregnancy and the
postpartum period on disease;

> Research on the prevalence of sex
differences in the diagnosis and treatment
of diseases and disorders differentially
affecting men and women as well as
methods to validate these differences;

» Development of treatments and
interventions for specific diseases that have
enhanced clinical presentation in women,
including, but not limited to, diseases of
the metabolic, endocrine, autoimmune,
urologic, ophthalmic, oral, reproductive,
musculoskeletal, neurological, and
cardiovascular systems; and

» Collaboration on trans-NIH research
initiatives, such as CFS and uterine fibroids.

Special Emphasis Areas

In FY 2005, the ORWH was especially interest-
ed in fostering research in women'’s health in
two high-priority areas. These areas are preven-
tion and treatment, and the interaction of sex and
genetics and pharmacogenomics.

PREVENTION AND TREATMENT

Increased investigation into methods to
prevent or better treat conditions and diseases
can result in significant improvements in the
quality and length of women’s lives. Preven-
tion research spans the research continuum,
from the most basic biological studies to clini-
cal studies to understand and intervene on risk
behaviors across the life span. Examples of
prevention and treatment research needed in
women's health include, but are not limited to
the following areas:

> Research to identify and validate biomarkers
of disease pathogenesis and risk and their
application to disease prevention, early
detection and treatment, including the
development of novel tools;

» Studies of the health impact of diet,
nutrition, hormones, exercise, weight
patterns (including obesity and eating
disorders), tobacco, alcohol and drug abuse,
and violence;

» Research on reproduction, from menarche
to pregnancy and the menopausal
transition, as well as the effect of
reproductive status on the susceptibility to
and protection from specific diseases and
conditions;

» Studies of the factors involved in disease
initiation and progression with the goal of
developing effective preventive and curative
strategies;

> Research to develop, test, and validate
preventive and curative strategies for
conditions and diseases, including,
but not limited to, sexually transmitted
diseases, cancer, coronary artery disease,
stroke, obesity, musculoskeletal disorders,
addictions, and chronic multisystem
diseases; and

» Studies on the effect of biological,
behavioral, cultural, social, economic, and
environmental factors on the susceptibility
to or protection from specific diseases and
responses to treatment.

SEX AND GENETICS AND
PHARMACOGENOMICS

Although there has been much activity in the
last few years in the identification of the func-
tion of genes and their effect on treatment,
more research is needed on the effects of sex

as a modifier of gene function and response.
The sequencing of the human genome allowed
researchers to define the role of genetic poly-
morphisms and pharmacogenomics on disease
development, course of illness, and response
to current treatments. However, the role of
confounding factors, including sex, on the
function of genes and genetic polymorphisms
in disease and treatment response has been
largely ignored. More research is needed in this
emerging area, particularly for those diseases
that disproportionately affect women. Exam-
ples of research issues related to this special
wemphasis area include, but are not limited to:

» Determination of sex differences that may
modify the role of known gene defects or
polymorphisms in diseases;



» Determination of the effect of phases of
the menstrual cycle, hormones, pregnancy,
and menopause on genetic penetrance of
disease;

» Mechanism of sex effects on gene
expression;

» Genetic, molecular, and cellular basis of
action of pharmacologic agents known to
have differential effects in women and men;

» Interaction of environmental exposures
and genetic polymorphisms in diseases
common to women;

» Role for genes known to be differentially
expressed in women in the incidence,
course, and response to treatment of
common diseases;

» Impact of sex on genetic differences
underlying pharmacokinetics,
pharmacodynamics, drug efficacy, and
adverse effects of drugs;

» Development of novel methods of analysis
to discern interactions of sex and genes in
mechanisms of disease initiation, course,
and response to treatment;

> Role of age, sex, and gene interactions in
diseases affecting women;

> Genetic polymorphisms that modify action
of diet, drugs, or toxins during pregnancy
on the mother and child; and

> Differences in gene expression that occur
during the prenatal period, puberty,
pregnancy, and beyond.

FY 2006 NIH Research Priorities
for Women’s Health

Overarching Themes

The same overarching themes enumerated in
FY 2005 continue to be important for address-
ing research on women's health. They include:

» Life Span,
> Sex/Gender Determinants,

» Health Disparities/Differences and
Diversity, and

» Interdisciplinary Research.

FISCAL YEARS 2005 & 2006

LIFE SPAN

The health of girls and women is affected by
developmental, physiological, and psycho-
logical age. Women's lives are marked by a
continuum, from intrauterine life to the elderly
years: infancy, childhood and adolescence,
menarche, reproductive life, the menopausal
transition, postmenopausal years, the elderly,
and the frail elderly. Reproductive health is an
important area for women’s health, which is
reflected in research to improve the well-being
of women and their offspring. The 2006 IOM
report, Preterm Birth: Causes, Consequences, and
Prevention, which received support from the
ORWH as well as other federal and private
organizations, made important recommenda-
tions for research and health care for pregnant
women. However, women's health is influ-
enced by factors much broader than reproduc-
tive issues. Many women's lives and health
status are influenced by other factors, such

as work inside and outside the home, child
care and elder care responsibilities, reproduc-
tive status, marital status, and chronic illness.
Each of these may influence health, disease,
treatment choices, and response to therapy.
Researchers should consider these variables in
designing studies related to women's health.

SEX/GENDER DETERMINANTS

Women are characterized by both sex and
gender, as highlighted in the Agenda for
Research in Women's Health for the 21st Century
and the IOM report, Exploring the Biological
Contributions to Human Health: Does Sex Matter?
In this context, the term sex refers to being
male or female according to reproductive
organs and functions assigned by chromo-
somal complement. Sex factors that contribute
to the biological differences include chromo-
somes, reproduction, and hormones. Gender
refers to socially defined and derived expecta-
tions and roles rooted in biology and shaped
by environment and experience. Gender and
sex are important considerations in most areas
of research, including psychological, social,
and behavioral studies. Consideration of
these variables is critical to the accurate inter-
pretation and validation of research affecting
women's health. Moreover, these variables
determine how similar or different health or
disease processes may be among women or
between men and women.
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HEALTH DISPARITIES/ DIFFERENCES
AND DIVERSITY

Women are disproportionately affected by
some conditions and diseases in terms of
incidence, diagnosis, course, and response

to treatment. Some populations of women
may be at higher risk for adverse disease
outcomes because of several factors, such as
biology, genes, culture, education, access to
care, quality of care, and access to opportuni-
ties for inclusion as research subjects in clini-
cal trials and studies. Thus, clinical research
should include, but not be limited to, popula-
tion-specific characteristics, such as cultural
diversity, race/ethnicity, immigrant status,

rural or inner-city residency status, poverty or
low socioeconomic status and related effects,
sexual orientation, and physical or mental
disabilities. Further basic research studies are
also needed to help define biological and other
factors that may underlie health disparities and
population differences.

INTERDISCIPLINARY RESEARCH

With increasing understanding of the interre-
latedness and complexity of disease, the nature
of scientific investigation can benefit from

an interdisciplinary collaborative approach.
Advances in women'’s health can be better
achieved by promoting partnerships across
disciplines for basic, clinical, and translational
research. Interdisciplinary approaches can
integrate knowledge from multiple specialties,
thus defining underlying common pathologic
processes. A synergy of progress in research
can result from interdisciplinary collaborations
among researchers working in academia, private
industry, and federal settings to provide access
to the latest scientific tools, technologies, and
concepts for women'’s health research.

Areas of Research Interest

Areas of research interest cover a broad range
of topics with some requiring an interdisciplin-
ary perspective. The goal of highlighting these
areas is to stimulate and encourage research in
areas for which there are limited existing data
to answer critical questions related to women's
health or barriers to women seeking careers in
research on women’s health. Targeted research
efforts include population studies, molecular
and cellular investigations, behavioral and

social sciences research, and health services
and outcomes research. Examples of research
addressing priority areas in women'’s health
research include, but are not limited to, the
following areas.

DISEASES AND CONDITIONS
THAT AFFECT WOMEN

Studies are needed to investigate the pathogen-
esis and to develop preventive and therapeutic
interventions for acute and chronic diseases
and disorders that affect women, including,
but not limited to, metabolic, inflammatory,
endocrine, autoimmune, gastrointestinal,

liver, urologic, ophthalmic, oral, reproductive,
musculoskeletal, neurological, psychiatric, and
cardiovascular diseases.

METHODOLOGICAL ADVANCES

Research is needed to develop clinical trial
methodologies, including novel recruitment
strategies and statistical analysis method-
ologies that address ethical and study design
issues specific to studies of women. Studies
are also needed to develop new methodolo-
gies for animal model studies of diseases and
normal development of women, including use
of female animals. Methodological studies are
needed as they relate to the conceptualization,
distinction, and detection of sex and gender
differences in basic and clinical biomedical
research.

EDUCATION AND CAREER DEVELOPMENT OF
WOMEN IN SCIENCE

Research is needed to identify and explore
factors that affect the selection and advance-
ment of women's careers in biomedical scienc-
es, to implement novel education programs
directed at girls and women, and to promote
unique programs for addressing impediments
to the advancement and effective mentoring of
women to senior positions in science.

QUALITY OF LIFE

Research is needed to elucidate the unique sex
and gender factors affecting women's qual-
ity of life and to develop approaches to the
management of disease and the promotion of
wellness that are directed at women and their
unique issues.



TRANS-NIH COLLABORATION

Women'’s health issues cut across the focus
areas of the NIH ICs and, as such, these issues
benefit from trans-NIH research partnerships
and collaborations. Such partnerships and
collaborations need to be fostered and encour-
aged, not only in all areas of research that
affect women and women'’s health, but also
in women's career development. The resultant
research from these trans-NIH partnerships
and collaborations will contribute to better
standards of health care and health policies.

Special Emphasis Areas

The NIH is especially interested in fostering
research in women'’s health in the high-prior-
ity areas of prevention and treatment. It is also
interested in fostering research on the biologi-
cal and behavioral basis of sex and gender
differences.

PREVENTION AND TREATMENT

Increased investigation into methods to
prevent or better treat conditions and diseases
can result in significant improvements in the
quality and length of women’s lives. Preven-
tion research spans the research continuum
from the most basic biological studies to clini-
cal research to understand and intervene on
risk behaviors across the life span. Research
findings can inform interventions to change
the behaviors, including risk-associated, well-
ness, and healthy behaviors. Examples of
needed prevention and treatment research
studies in women'’s health include, but are not
limited to, the following areas:

> Research to identify and validate
biomarkers, including genetic
polymorphisms, of disease risk,
pathogenesis, progression, and their
applications to disease prevention, early
detection, and treatment, including the
development of novel tools;

» Studies of the impact on health of diet,
nutrition, hormones, exercise, weight
patterns, toxin exposures, obesity, eating
disorders, sex practices, tobacco, alcohol
and drug use or abuse, occupation,
violence, or trauma;

> Studies of the factors that are involved in
disease initiation and progression, both

FISCAL YEARS 2005 & 2006

biological and behavioral, to develop
effective preventive and treatment strategies;

» Development, testing, and validation of
preventive, early detection, and treatment
strategies for conditions and diseases,
including, but not limited to, sexually
transmitted diseases, cancer, coronary
artery disease, stroke, obesity, diabetes,
musculoskeletal disorders, pain syndromes,
addictions, and chronic multisystemic
diseases; and

> Studies of the effect of biological,
behavioral, cultural, social, economic, and
environmental factors on susceptibility to
or protection from disease and response to
treatment.

BIOLOGICAL AND BEHAVIORAL BASIS OF SEX
AND GENDER DIFFERENCES

Although there has been much research to
identify the function of cellular pathways and
genes, research on the effects of sex as a modi-
fier of cellular and gene function is under-
investigated. Systemic and cellular modeling
of the influence of sex differences in biologi-
cal pathways and systems is needed. Other
research needed includes, but is not limited to,
the following areas:

> Research to determine sex differences that
may modify the role of known cellular
pathways and gene defects in disease;

> Studies on sex and gender differences in
prevention, pathogenesis, disease course,
response to treatment, and prevention,
using basic, translational, behavioral, and
clinical research approaches;

» Research on mechanism of sex effects on
gene expression and cellular and signaling
pathways in healthy women, including
the impact of puberty, the menstrual cycle,
pregnancy, and menopause;

» Studies on the genetic, molecular, and
cellular basis of action of pharmacologic
agents in women, including differential
effects between males and females;

» Studies to develop novel methods of
analysis to assist in discerning impact of
sex in mechanisms of disease initiation,
disease course, and response to treatment
or interventions; and
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» Research on the effect of biologic and
behavioral sex and gender difference on
quality of life and quality of care.

Research Projects Funded or
Co-Funded by ORWH in FY
2005 and 2006

The ORWH partners with the NIH ICs to fund
or co-fund meritorious projects that advance
the mission and scientific priorities of the NIH
and add to the growing body of evidence about
women's health and sex/gender factors. The
annual report on NIH Research Priorities for
Women's Health (see previous section) serves
as a guide for the ORWH in selecting meritori-
ous grants and contracts to support with the
ICs. It also reflects emerging areas of interest
or importance to women's health research.
However, research supported by the ORWH is
not limited to the enumerated priorities.

The tables below list the research grants and
contracts that the ORWH supported with the
NIH ICs for FY 2005 and FY 2006. Research
summaries for FY 2005 and 2006 are found
in Appendices B and C, respectively. In both
FY 2005 and 2006, the ORWH collaborated
with 17 NIH ICs as well as the DHHS Agency
for Healthcare Research and Quality (AHRQ)
and the Indian Health Service. In doing so,
the Office funded or co-funded more than
100 meritorious research grants and contracts.
Research support is distributed across all
the major scientific areas, including a focus
on health disparities. Multiple grants were
supported by the ORWH in the areas of aging;
alcohol and other substance abuse; cancer;
cardiovascular disease; CFS; craniofacial disor-
ders, such as temporomandibular joint and
muscle disorders (TMJD); diabetes; endricri-
nology; gastroenterology; genitourinary; HIV/
AIDS; immunity/autoimmunity; infectious
diseases; menopause; mental health; microbi-
cides; musculoskeletal disorders and diseases;
nutrition; obesity/overweight; ophthalmic
disorders; pain; physical activity; reproductive
health and developmental biology, including
menopause-related topics and uterine fibroids;
and violence.

The research funded by the ORWH
addressed the full spectrum of a woman's life
span, from the prenatal period to advanced
age and frailty. Attention to sex/gender factors

and health disparities was a recurring issue
throughout the total research grant portfolio
funded by ORWH. Tables 1 and 2 highlight
the research projects funded or co-funded
by the ORWH during FY 2005 and 2006.
Research titles are grouped by broad topi-
cal subject areas, such as aging, cancer, and
cardiovascular disease.
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TABLE 1
ORWH Co-Sponsored Research Initiatives, FY 2005
Award
Subject Title* ict Amount
Aging Phytoestrogens and Aging: Dose, Time and Tissue NIA $ 100,000
Alcohol and Other  Sex Differences in Opioid Analgesia NIDA 50,000
Substance Abuse Reducing Alcohol and Risks among Young Females NTAAA 150,000
Substance Use and Girls: Stress, Hormones, and Puberty NIDA 171,563
Impulsivity Related to Cocaine Dependence and Trauma NIDA 87,440
Tobacco Cessation Treatment for Pregnant Alaska Natives NIDA 146,700
Gender Responsive Treatment for Women in Prison NIDA 139,940
Cancer Clinical Trials of Two HPV-like Particle Vaccines NCI 600,000
Tumorigenic Subversion of Mural Cells in Breast Cancer NCI 129,000
Pharmacogenetics of the Endocrine Treatment of Breast NIGMS 250,000
Cancer
Patient-centered Communication during Chemotherapy NCI 50,000
Cardiovascular Genetics of Early-Onset Stroke NINDS 300,000
Disease Sex Differences in Purkinje Cell Sensitivity to Ischemia NINDS 200,000
Altered Glucose and Lipid Metabolism in Obesity and CVD NHLBI 200,000
Inflammation and Insulin Resistance in Peripheral Arteria NHLBI 10,000
Disease
Phytoestrogens and Progression of Atherosclerosis NCCAM 36,544
Chronic Fatigue Prospective Study of CFS in Adolescents NICHD 300,000
Syndrome Risk Factors Associated with CFS NIAID 100,000
Craniofacial Brief Focused Treatment for TMD: Mechanisms of Action NIDCR 100,000
Disorders Genotype and TMJD Vulnerability Types NIDCR 100,000
Neuronal Plasticity Related to TMJ and Fibromyalgia NIDCR 100,000
Estrogen Regulation of Inflammation Related to TM] NIDCR 100,000
Mast Cell in Masseter Muscle Repair NIDCR 100,000
Research Registries and Repository for the Evaluation of TM] ~ NIDCR 100,000
Implants
Diabetes Diabetes Prevention Program Outcomes Study NIDDK 100,000
Gestational Diabetes and Preeclampsia Cytokine Profiles NIDDK 100,000
Endocrinology Estradiol and Hippocampal Development NINDS 333,155
Gastroenterology Improving IBS Outcomes NINR 100,000
Genitourinary Epidemiology of Interstitial Cystitis/Painful Bladder NIDDK 200,000
Syndrome

* Research titles are listed under broad topical subject areas.

+ When supported by more than one IC, only the primary IC is listed. The complete names of funding ICs,
which are abbreviated in this table, are provided in the Acronyms section at the end of this report.
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TABLE 1 (continued)
ORWH Co-Sponsored Research Initiatives, FY 2005

Subject Title*
New Tool to Diagnose Female Urinary Incontinence

Mechanisms of Female Urinary Incontinence in Diabetes

HIV/AIDS Impact of Delivery Models in HIV Health Care
Interventions to Reduce HIV-1 Incidence after Delivery
AIDS International Training and Research Program
Scale-up of Community-based HIV Prevention and Care
AIDS International Training and Research Program

Brown/Tufts AIDS International Training and Research
Program

Immunity/ Mechanism Regulating Neutrophil Activation in Pregnancy
Autoimmunity Sex-based Differences in the Immune Response

Predictors of Pregnancy Outcome in SLE and APS

Brain Connections

Antibodies to NR2 in SLE

Virginia Mason/UCHSC Autoimmune Center

How Does Blockage of CD40/CD40L Prevent Autoimmunity?
Fine Specificity of Scleroderma Autoantibodies

Studies of Collagen Gene Regulation in Two Murine Models
EBNA-1 in Lupus

UCSF Autoimmunity Center of Excellence

Treatment of Autoimmune Disease by Costimulatory Signal
Suppression and Exacerbation of B- and T-Cell Response
Modulation of B-Cell Responses in Autoimmunity

UAB Autoimmunity Center for Excellence

Animal Model for Graves' Disease/ Ophthalmology

International Research Registry Network for Sjogren’s
Syndrome

Infectious Diseases  Seroprevalence/Incidence of Genital Herpes

Natural Antimicrobials against Bacterial Vaginosis

Menopause Study of Women's Health Across the Nation (SWAN III)
Phytoestrogens and Progression of Atherosclerosis

Soy Isoflavones for Menopausal Vasomotor Symptoms

Mental Health Health Survey of Two-spirited Native Americans
Pharmacogenomics Research Group on Depression

NARCH Project on Youth Suicide Prevention

* Research titles are listed under broad topical subject areas.

Ict
NICHD
NIDDK

FIC
FIC
FIC
FIC
FIC
FIC

NIAID
NIAID
NIAMS
NIAMS
NIAMS
NIAID
NIAID
NIAMS
NIAMS
NIAID
NIAID
NIAID
NIAID
NIAID
NIAID
NEI
NIDCR

FIC
NCCAM

NIA
NCCAM
NCCAM

NIMH
NIGMS
NIGMS

Award
Amount

$ 100,000
187,555

20,000
20,000
50,000
50,000
50,000
100,000

50,000
50,000
400,000
100,000
80,000
200,000
100,000
200,000
200,000
200,000
60,000
60,000
60,000
60,000
60,000
151,500
200,000

20,000
187,678

250,000
200,000
324,190

175,000
50,000
25,000

+ When supported by more than one IC, only the primary IC is listed. The complete names of funding ICs,

which are abbreviated in this table, are provided in the Acronyms section at the end of this report.
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TABLE 1 (continued)
ORWH Co-Sponsored Research Initiatives, FY 2005

Award
Subject Title* ict Amount
Musculoskeletal Osteo-Arthritis Initiative (OAI)—Baltimore NIAMS $ 67,033
Systems Osteo-Arthritis Initiative (OAI)—Columbus NIAMS 524,739
Osteo-Arthritis Initiative (OAI)—Pittsburgh NIAMS 208,228
Low-Dose Doxycycline Effects on Osteopenic Bone Loss NIDCR 315,644
Bone-Sparing by Ca Salts with and without Extra Phosphorus ~ NIAMS 75,000
Bone-Sparing Effects of Soy Phytoestrogens in Menopause NIAMS 100,000
Nutrition National Food and Nutrient Analysis Program USDA 100,000
Botanical Supplements for Women's Health NCCAM 100,000
Obesity/Overweight ~ PRIDE: Program to Reduce Incontinence by Diet and Exercise =~ NIDDK 100,000
PRIDE: Program to Reduce Incontinence by Diet and Exercise ~ NIDDK 75,000
PRIDE: Program to Reduce Incontinence by Diet and Exercise =~ NIDDK 75,000
Health Outcomes of Weight-Loss—Data Coordinating Center ~ NIDDK 100,000
Ophthalmic Disease  Incidence of Late Macular Degeneration in Older Women NEI 230,000
Estrogen Receptors and Maintenance of Lens Transparency NEI 132,549
Pain Hormonal Cycles of Women: Effects of TMD Pain Symptoms ~ NIDCR 150,000
Pain Management in TMJD NIDCR 269,127
Trigeminal Pain Mechanisms NIDCR 168,176
Imaging the Cognitive Modulation of Pain in Fibromyalgia NIAMS 250,000
Physical Activity Social Cognitive Theory and Physical Activity after NCI 100,000
Endometrial Intervention
Young Adult Environment and Physical Activity Dynamics NCI 100,000
Mediators and Moderators of Exercise Behavior Change NCI 100,000
Angiogenesis and Mechanisms of Exercise Training NHLBI 100,000
Reproductive Health ORWH-NICHD Leiomyoma Tissue Bank NICHD 93,000
g?(;ilol;;zvelop mental Protein Tyrosine Kinases in Leiomyomata Uteri NICHD 75,000
Finding Genes for Uterine Fibroids NICHD 75,000
Estrogen Dependency of Uterine Leiomyoma NICHD 75,000
Molecular Etiology of Leiomyoma Uteri NICHD 75,000
Regulation of Uterine Fibroids by CCN5 NICHD 75,000
Reactive Oxygen Species Regulate Smooth Muscle Growth NICHD 75,000
Leiomyomata Uteri: Apoptosis and Cell Survival Pathways NICHD 75,000
Estrogen Biosynthesis and Uterine Leiomyomata NICHD 75,000
Intermediate Outcomes of Hysterectomy and Alternatives NIEHS 250,000
Pregnancy and Drug Metabolizing Enzymes and Transporters ~ NICHD 50,000
* Research titles are listed under broad topical subject areas.
t When supported by more than one IC, only the primary IC is listed. The complete names of funding ICs, 25
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TABLE 1 (continued)
ORWH Co-Sponsored Research Initiatives, FY 2005

Subject

Violence

Title*

Washington Obstetric-Fetal Pharmacology Research Unit
UW Obstetric-Fetal Pharmacology Research Unit
Obstetric-Fetal Pharmacology Research Units Network
Impact of Sex Differences and Pregnancy in Drug Disposition
Gestational Hypothyroidism

Development and Differentiation in Reproductive Axis
Biologic Effects of Androgens in Men and Women

MMC/PSU Cooperative Center for Research in Reproduction
Mechanisms of Antibody-induced Pregnancy Loss (aPL)

American Indian Women and Childbearing Experiences

Impact of Domestic Violence of Cancer Treatment

* Research titles are listed under broad topical subject areas.

(ol
NICHD
NICHD
NICHD
NICHD
NICHD
NICHD
NICHD
NICHD
NIAMS
NINR

NCI

Award
Amount

$ 50,000
50,000
50,000
75,000
25,000
250,000
200,000
200,000
100,000

41,527

7,936

+ When supported by more than one IC, only the primary IC is listed. The complete names of funding ICs,

which are abbreviated in this table, are provided in the Acronyms section at the end of this report.
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TABLE 2
ORWH Co-Sponsored Research Initiatives, FY 2006
Award
Subject Title* ict Amount
Aging Phytoestrogens and Aging: Dose, Time and Tissue NIA $ 97,650
Health, Illness, and Social Life at Older Ages NIA 244,125
Calif. Native American Research Center for Health NIGMS 75,000
Caregivers’ Strengths-skills: Managing Older Cancer NCI 50,000
Patients
Alcohol and Other  Sex Differences in Opioid Analgesia NIDA 50,000
Substance Abuse Reducing Alcohol and Risks among Young Females NIAAA 150,000
Vulnerability to Drug Abuse and Treatment Efficacy: NIDA 306,356
Animal Models
Functionality of the Opioid System during Adolescent NIDA 65,475
Development across Genders
Cancer Clinical Trials of Two HPV-like Particle Vaccines NCI 1,100,000
Pharmacogenetics of the Endocrine Treatment of Breast NIGMS 244,125
Cancer
Patient-centered Communication during Chemotherapy NCI 48,825
Iyengar Yoga for Breast Cancer Survivors with Persistent NCCAM 231,749
Fatigue
Qigong Effects on Fatigue and Cognitive Function after NCCAM 188,039
Treatment for Breast Cancer
Cardiovascular Genetics of Early-Onset Stroke NINDS 292,950
Disease Altered Glucose and Lipid Metabolism in Obesity and CVD NHLBI 195,301
Inflammation and Insulin Resistance in Peripheral Arterial NHLBI 10,000
Disease
Yoga and Indices of Cardiovascular Risk in Older Women NCCAM 302,999
Chronic Fatigue Autonomic Nervous System in CES NINDS 382,500
Syndrome Neuropeptide Y and Dipeptidyl-Peptidase IV (CD26) in CFS ~ NIAAA 152,063
Risk Factors Associated with CFS NIAID 97,650
Cognitive Behavioral Stress Management for CFS NINDS 343,219
A Prospective Study of CFS in Adolescents NICHD 293,000
Mast Cells, Antidepressants, and CFS NIAAA 299,875
Craniofacial Brief Focused Treatment for TMD: Mechanisms of Action NIDCR 97,650
Disorders Genotype and TMJD Vulnerability Types NIDCR 97,650
Neuronal Plasticity Related to TMJ and Fibromyalgia NIDCR 97,650
Estrogen Regulation of Inflammation Related to TM] NIDCR 97,650
Mast Cell in Masseter Muscle Repair NIDCR 97,650
Research Registries and Repository for the Evaluation of TM] ~ NIDCR 100,000
Implants
Bone Growth in Dental, Cranial, and Skeletal Tissue NIDCR 19,530
* Research titles are listed under broad topical subject areas. 27

+ When supported by more than one IC, only the primary IC is listed. The complete names of funding ICs,
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TABLE 2 (continued)
ORWH Co-Sponsored Research Initiatives, FY 2006

Subject

Diabetes

Gastroenterology

Genitourinary

HIV/AIDS

Immunity/
Autoimmunity

Infectious Disease

Menopause

Title*

A Systems Approach to the Understanding of a Complex
Disease

Diabetes Prevention Program Outcomes Study

Improving IBS Outcomes

Epidemiology of Interstitial Cystitis/Painful Bladder
Syndrome

Epigenetics X-Linked Genes in PBC: Does X Mark the Spot?

Impact of Delivery Models in HIV Health Care
Interventions to Reduce HIV-1 Incidence after Delivery
AIDS International Training and Research Program
Scale-up of Community-based HIV Prevention and Care
AIDS International Training and Research Program

Mentor Mothers: A Sustainable Family Intervention
in South African Townships

Sex-based Differences in the Immune Response
Predictors of Pregnancy Outcome in SLE and APS

Brain Connections

Antibodies to NR2 in SLE

EBNA-1 in Lupus

UCSF Autoimmunity Center of Excellence

Treatment of Autoimmune Disease by Costimulatory Signal
Suppression and Exacerbation of B- and T-Cell Response
Modulation of B-Cell Responses in Autoimmunity

UAB Autoimmunity Center for Excellence

[Xth International Symposium on Sjogren’s Syndrome
Immunoregulatory Effects of Estrogen in EAE

International Research Registry Network for Sjogren’s
Syndrome

Seroprevalence/Incidence of Genital Herpes

Study of Women's Health Across the Nation (SWAN I1I)
Phytoestrogens and Progression of Atherosclerosis

Biological Mechanisms of Arterial Stiffening with Age and
Estrogen Deficiency

Estrogen: Neuroprotection in the Perimenopause

* Research titles are listed under broad topical subject areas.

Ict
NIDCR

NIDDK

NINR

NIDDK

NIDDK

FIC
FIC
FIC
FIC
FIC
NIMH

NIAID
NIAMS
NIAMS
NIAMS
NIAID
NIAID
NIAID
NIAID
NIAID
NIAID
NIDCR
NINDS
NIDCR

FIC

NIA
NCCAM
NIA

NIA

Award
Amount

$ 5,000

292,950

97,650

195,300

189,479

19,530
19,530
50,000
50,000
50,000
300,000

78,120
390,600
97,650
78,120
195,300
56,600
56,600
56,600
56,600
58,600
5,000
250,000
200,000

19,530

244,125
195,300
50,000

50,000

+ When supported by more than one IC, only the primary IC is listed. The complete names of funding ICs,

which are abbreviated in this table, are provided in the Acronyms section at the end of this report.
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TABLE 2 (continued)
ORWH Co-Sponsored Research Initiatives, FY 2006

Award
Subject Title* (ol Amount
Estradiol Regulation of In Vivo Adipose Tissue Glucocorticoid =~ NIA $ 50,000
Metabolism
Menopause: Decreased Response to Increasing Inflammation ~ NIA 50,000
Endogenous Neurosteriod Regulation of GABAARS NINDS 41,796
Effects of Chronic Estrogen on TIDA Neurons: Roles of NIA 50,000
Cytokines and NO
Neurobiology of the Menopausal Transition NIA 50,000
Impact of Endocrine Aging on Brain and Immune Response NIA 50,000
Cytokine Moderation by FSH Hormones NIA 50,000
Mental Health Health Survey of Two-spirited Native Americans NIMH 170,887
NARCH Project on Youth Suicide Prevention NIGMS 75,000
Antimanic Use during Pregnancy NIMH 200,000
Modifying MET for Use with ASI Data NIDA 9,765
Treatment of Addiction to Nicotine in Schizophrenia NIDA 9,765
Musculoskeletal Osteo-Arthritis Initiative (OAI)—Baltimore NIAMS 67,033
Disonders Osteo-Arthritis Initiative (OAI)—Columbus NIAMS 524,739
Osteo-Arthritis Initiative (OAI)—Pittsburgh NIAMS 208,228
Bone-sparing Effects of Soy Phytoestrogens in Menopause NIDDK 97,650
Impaired Acyl-CoA Synthetase-Muscle Lipid Oxidation in NIDDK 263,625
African American Women
Microbicides Identification and Preclinical Testing of Microbicides NIAID 13,333
An In Vitro Model of Cell-associated HIV-1 Transmission NICHD 13,333
Engineering Semian-derived Lactobacilli to Secrete NIAID 13,333
Anti-HIV-1 Microbicide
CVN-12p1 Chimeras and Combination for AIDS Microbicides NIAID 13,333
Syndecan Agonists and Antagonists as Microbicides NIAID 13,333
Implementation of Vaginal/Rectal HIV Transmission Model NIAID 13,333
to Evaluate Microbicide
Topical Microbicide against HIV and Chlamydia NIAID 13,333
Development of Tissue Explant Models for Microbicides NICHD 13,333
Evaluation
Topical Immune Modulatory Strategies to Prevent HIV NIAID 13,333
Transmission
Development of N-Peptides for Use in HIV-1 Topical NIAID 13,333
Microbicides
Linking Biophysical Functions of Microbicides to User NIMH 13,333
Perception and Acceptability
Recombinant CCR5 Inhibitors for Topical Microbicides NIAID 13,333
Proteolytic Antibody HIV Microbicides NIAID 13,333
A Topical Treatment for Genital Papillomavirus Infections NIAID 13,333
* Research titles are listed under broad topical subject areas. 29
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TABLE 2 (continued)
ORWH Co-Sponsored Research Initiatives, FY 2006

Subject

Nutrition

Obesity/Overweight

Ophthalmic Disease

Pain

Physical Activity

Reproductive Health
and Developmental
Biology

Title*

Botanical Supplements for Women's Health

Bench to Bedside Research Program, Vitamin E
Pharmacokinetics and Oxidative Biomarkers in Normal
and Obese Women

Bench to Bedside Research Program, Alpha-Tocopherol
Modulation of Xenobiotic Metabolism

ASP 47th Annual Meeting: Natural Products on Target

PRIDE: Program to Reduce Incontinence by Diet and Exercise
PRIDE: Program to Reduce Incontinence by Diet and Exercise

PRIDE: Program to Reduce Incontinence by Diet and Exercise

Health Outcomes of Weight-loss Data Coordinating Center

Incidence of Late Macular Degeneration in Older Women

Estrogen Receptors and Maintenance of Lens Transparency

Hormonal Cycles of Women: Effects of TMD Pain Symptoms

Trigeminal Pain Mechanisms
fMRI Measure of Central Sensitization in Migraine

Refining Diagnostic Criteria of a Pain Disorder: Vulvar
Vestibulitis Syndrome

Social Cognitive Theory and Physical Activity after
Endometrial Intervention

Young Adult Environment and Physical Activity Dynamics
Mediators and Moderators of Exercise Behavior Change

Angiogenesis and Mechanisms of Exercise Training

ORWH-NICHD Leiomyoma Tissue Bank

Protein Tyrosine Kinases in Leiomyomata Uteri

Finding Genes for Uterine Fibroids

Estrogen Dependency of Uterine Leiomyoma

Molecular Etiology of Leiomyoma Uteri

Regulation of Uterine Fibroids by CCN5

Reactive Oxygen Species Regulate Smooth Muscle Growth
Leiomyomata Uteri: Apoptosis and Cell Survival Pathways
Estrogen Biosynthesis and Uterine Leiomyomata

Intermediate Outcomes of Hysterectomy and Alternatives

Pregnancy and Drug Metabolizing Enzymes and Transporters

Washington Obstetric-Fetal Pharmacology Research Unit
UW Obstetric-Fetal Pharmacology Research Unit

* Research titles are listed under broad topical subject areas.

Ict

NCCAM
CC

NIDDK

NCCAM

NIDDK
NIDDK
NIDDK
NIDDK

NEI
NEI

NIDCR
NIDCR
NINDS
NICHD

NCI

NCI
NCI
NHLBI

NICHD
NICHD
NICHD
NICHD
NICHD
NICHD
NICHD
NICHD
NICHD
AHRQ

NICHD
NICHD
NICHD

Award

Amount

$100,000

10,000

70,750

5,000

97,650
73,237
73,237
97,650

224,595
132,549

146,475

168,176
255,564
139,572

97,650

97,650
97,650
244,125

145,000
73,237
73,237
73,237
73,237
73,237
73,237
73,237
73,237

244,125

150,000
50,000
50,000

t When supported by more than one IC, only the primary IC is listed. The complete names of funding ICs,

which are abbreviated in this table, are provided in the Acronyms section at the end of this report.
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TABLE 2 (continued)
ORWH Co-Sponsored Research Initiatives, FY 2006

Award
Subject Title* ict Amount
Obstetric-Fetal Pharmacology Research Units Network NICHD $ 50,000
Biologic Effects of Androgens in Men and Women NICHD 200,000
MMC/PSU Cooperative Center for Research in Reproduction ~ NICHD 200,000
Mechanisms of Antibody-induced Pregnancy Loss (aPL) NIAMS 97,650
Functions of Pregnancy Specific Glycoproteins NICHD 272,700
Maternal Physiological Factors Influencing Labor Length NINR 33,582
Molecular Mechanisms of FOXL2, an Ovarian Failure Gene NICHD 278,601
Lactation and Diabetes Risk Factors in Women NIDDK 236,100
Supplements to Promote Re-Entry into Biomedical NICHD 20,000
and Behavioral Research Career
* Research titles are listed under broad topical subject areas.
+ When supported by more than one IC, only the primary IC is listed. The complete names of funding ICs, 31
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Scientific Highlights from
ORWH-Funded Research during
FY 2005 and 2006

The portfolio of research that resulted from
ORWH investments in FY 2005 and 2006 is
extensive. The ORWH and the NIH ICs utilize
a variety of funding mechanisms to support
these projects, including investigator-initiated
grants, such as RO1s, R03s, and R21s. Howev-
er, other mechanisms are used as well, includ-
ing program project grants and contracts. To
stimulate research in specific areas, RFAs and
PAs are used. A list of RFAs and PAs related to
women'’s health and sponsored by the ORWH
and other NIH ICs in FY 2005 and 2006 is
provided in Table 3 below. In addition, a trans-
NIH program created by the ORWH called
the Research Enhancement Awards Program
(REAP) also supports meritorious research on
women'’s health that has just missed the insti-
tute pay-line for funding.

The following sections highlight some
of the research related to women'’s health.
While illustrative of research supported by the
ORWH, these examples do not cover the full
spectrum of the research portfolio on women'’s
health. The ORWH continues to develop its
research base in other areas of programmatic
importance and relevance to women. This
research addresses health promotion, healthy
aging, physical activity, nutritional research,
and eating disorders, such as obesity. Through
successful collaboration of the ORWH with
the NIH ICs, the Office is able to provide
funds for research on sex differences in health
and disease in many areas, such as irritable
bowel syndrome, stroke, treatments for obesity
(including bariatric surgery), and the conse-
quences and treatment of substance abuse.
Additionally, the ORWH co-funds innovative
grants that focus on culture and cancer dispari-
ties, end-of-life care, and caregiver research.

Breast Cancer Pharmacogenomics

The ORWH is co-funding a grant with the
National Institute of General Medical Sciences
(NIGMS) Pharmacogenetics Research Network
(PGRN) to investigate tamoxifen in breast
cancer treatment. Drugs that interfere with the
actions of estrogen represent a cornerstone in
the treatment of breast cancer and are impor-
tant tools with which to study the actions of

estrogen in women. These drugs are increas-
ingly effective in breast cancer, but deciding
which drug is best for each woman remains
unclear. Through a recent series of laboratory
and clinical studies, new genetic patterns that
predict the effects of the estrogen receptor
modulator, tamoxifen, have produced interest-
ing data. Additional studies to build on these
data will examine the influence of an extended
series of candidate genes on the effects of the
class of drugs known as aromatase inhibitors.
These studies will refine the genetic signatures
that predict tamoxifen’s effects.

PGRN research revealed that certain gene
variations—and some medicines—can alter
the effect of tamoxifen. The new information
will improve treatment outcomes by helping
physicians and patients choose the appropriate
drug. Tamoxifen has been used since the 1970s
to treat patients with hormone-dependent
breast cancer and, more recently, to ward off
the disease in those at high risk for it. The drug
works by blocking estrogen's ability to help the
cancer grow.

Tamoxifen must be metabolized in the
body into its active chemical form to be effec-
tive. This is accomplished by several enzymes,
including a crucial liver enzyme called
CYP2D6. People can inherit different genetic
variants of the CYP2D6 enzyme. The most
common version (found in about 60 percent
of the American population) metabolizes
tamoxifen readily. Another variant (found in
about 30 percent of Americans) works more
slowly.

Clinical studies by PGRN scientists showed
that patients with the faster enzyme had a 20
to 25 percent chance of breast cancer recur-
rence after a decade. In comparison, individu-
als with the slower enzyme had a 60 percent
chance of recurrence. Also important is that
tamoxifen’s effectiveness can be greatly altered
by a patients’ genetic makeup and that other
chemotherapy agents are available that might
work better for some people. This genetic
approach may help identify patients who
respond very well to tamoxifen.

This research also revealed that some anti-
depressants, which are prescribed to treat hot
flashes and other side effects of cancer therapy,
can similarly diminish the effectiveness of
tamoxifen. These medicines include paroxetine
(Paxil) and fluoxetine (Prozac), both members



of the family of selective serotonin reuptake
inhibitors (SSRIs). These antidepressants

were found to reduce the activity of CYP2D6,
preventing the enzyme from converting tamox-
ifen into its active form. Doctors now avoid
prescribing SSRIs with this effect to people
taking tamoxifen.

The results of this research have generated
new information that, linked with the novel
tamoxifen pharmacogenetics findings, will
generate a series of genetic tools that are key
to optimizing drug selection for women with
breast cancer. The results will also enhance
our understanding of the mechanisms of
estrogen action.

Human Papillomaviruses (HPV) Vaccine

The ORWH is providing support for National
Cancer Institute (NCI) researchers to evaluate
the efficacy of a new HPV vaccine in a clini-
cal trial being conducted in Costa Rica. Each
year, cervical cancer causes more than 200,000
deaths around the world, making it the second
most common cause of cancer mortality
worldwide. A wealth of scientific evidence has
shown that virtually all cases of this cancer are
attributable to cervical infection by a subset

of HPV. About one-half of cervical cancers are
attributable to cervical infection by a subset

of HPV 16 virus. The second most frequent
type, HPV 18 virus, accounts for another 10 to
20 percent of these cancers. An effective HPV
vaccine should be able to reduce the incidence
of cancers attributable to HPV infection.

With support from the ORWH, NCI investi-
gators have developed a method for producing
an HPV vaccine composed of a single noninfec-
tious protein from the virus. All women in the
randomized clinical trial benefit from excellent
cervical cancer screening. The prevention of
cervical cancer is the main public health goal of
the vaccine. The current vaccine targets HPV16
and 18 viruses, which together account for
about 60 to 70 percent of cervical cancer world-
wide. If a vaccine is 90 percent effective against
these HPV types, it will have the potential of
saving 150,000 lives per year. The vaccine
would be expected to reduce by about 500,000
the number of precancerous cervical lesions
that require treatment, leading to a substantial
reduction in morbidity, anxiety, and cost.

FISCAL YEARS 2005 & 2006

Uterine Leiomyoma (Uterine Fibroids)

The ORWH has had a long-standing interest in
fostering greater research on uterine fibroids
because of the high prevalence of this condi-
tion in women of all races and ethnicities, but
especially for women of color. Uterine fibroids
represent a health disparity that disproportion-
ately affects African American women. During
FY 2005 and 2006, the ORWH collaborated on
a number of important projects in this area.

With support from the ORWH and the
National Institute of Child Health and Human
Development (NICHD), the Leiomyoma
Tissue Bank (LTB) was created in FY 2005.
Research into the causes and treatment for
fibroids has lagged behind other disciplines,
in part due to a lack of available tissues. To
address the problem of tissue availability
and to promote research on this condition, a
tissue bank was established to provide samples
to investigators funded by the NIH and the
Department of Defense (DoD) to support
work on this condition. The LTB is located
in the NICHD and is structured after similar
banks created for endometrium and ovary
tissue established by the Specialized Coopera-
tive Program in Reproductive Research.

The NICHD and the ORWH are co-fund-
ing several extramural research projects that
address the molecular basis of uterine fibroids.
The ORWH and the NICHD also co-funded
eight grants on uterine fibroids focusing
on basic science and translational research.
Research has confirmed that uterine fibroids
are extremely prevalent with severe morbidity
seen in many women and are an area of inter-
est for health disparities since they are more
prevalent in certain subpopulations of women.
Similarly, hysterectomies, which are performed
for this condition, disproportionately affect
these subpopulations of women. Therefore,
research is addressing the gaps in knowledge
about the pathobiology of uterine fibroids
and better ways to treat them. The ORWH also
funded a study with the AHRQ to delineate
alternatives to hysterectomy to better under-
stand ways to reduce this very common surgi-
cal procedure.

The ORWH, the National Institute of Envi-
ronmental Health Sciences (NIEHS), and the
NICHD took the lead in planning and conven-
ing the 2005 NIH Conference on Advances in
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Uterine Leiomyoma Research: Second NIH Inter-
national Congress. Of significance, this confer-
ence was co-sponsored by several NIH ICs

and Offices, including the NIEHS, the NICHD,
the NCI, the National Institute of Biomedi-

cal Imaging and Bioengineering (NIBIB),

the National Center for Research Resources
(NCRR), and the ORWH as well as other agen-
cies, including the FDA, the AHRQ, the Centers
for Disease Control and Prevention (CDC), the
Health Resources and Services Administration
(HRSA), and the DHHS OWH. The goal of this
conference was to bring together researchers
working in the fields of biomedicine, epide-
miology, basic sciences, therapeutics, and
translational medicine to foster an exchange
of scientific information among members of
the uterine leiomyoma research and health
care communities. Participants were drawn
from academia, medical centers, government,
and industry. Topics discussed at the confer-
ence included clinical experience and thera-
peutic strategies, epidemiology, clinical trials,
pathogenesis of smooth muscle tumors, and
molecular and genetic characteristics. The full
summary of the conference and conference
link are available online at http://orwh.od.nih.
gov/health/uterinefibroidmtg.html.

Vulvodynia

The ORWH, the NICHD, other components
of the NIH, public advocacy groups, and other
agencies in the DHHS are collaborating on
efforts to advance research and education on
vulvodynia. Vulvodynia is defined as chronic
discomfort or pain of the vulva. This discom-
fort has been referred to in a variety of terms,
such as “the pain down there” or “feminine
pain.” It is a type of pelvic pain that may be
acute or chronic. This clinical syndrome of
unexplained vulvar pain may result in sexual
dysfunction. The burning, stinging, or irritated
feeling can be in a small area or generalized to
the whole vulva. There is no apparent infection
or skin disease that could cause these symp-
toms. No single treatment is effective for all
cases, but a multifaceted approach to prevent
and reduce irritation can be taken to improve
quality of life.

Studies on the epidemiology of vulvodynia
have helped to clarify the magnitude of the
problem. A large population-based study in
ethnically diverse Boston neighborhoods, co-

funded by the ORWH, revealed that chronic
burning, knife-like pain, or pain on contact
that lasted at least three months or longer in
the lower genital tract, occurred frequently in
white, African American, and Hispanic women
(Harlow, B.L. and Stewart, E.G. Journal of the
American Medical Women's Association 58:82-
88, 2003). Nearly 40 percent of these women
chose not to seek treatment. Of the women
who sought treatment, 60 percent saw three
or more doctors. Investigators conservatively
estimate that at least 9 percent of women will
experience symptoms consistent with vulvo-
dynia in their lifetime. These findings high-
light the reality that vulvodynia affects many
women in the U.S. and that women who
suffer from vulvodynia may not know about
the possibilities for treatments. When women
do choose to seek care, the lack of provider
training for diagnosis and treatment may lead
to multiple office visits with different health
care providers.

Today research continues to explore
improved clinical definitions of vulvodynia,
improved methods of identifying conditions
that coexist with vulvodynia, and improved
comprehensive clinical management tools.
Findings from NIH-funded research have
led to several active research PAs. One PA
issued by the NICHD and co-sponsored by
the ORWH was titled Vulvodynia—System-
atic Epidemiologic, Etiologic or Therapeutic
Studies (PA-06-302). Designed to promote
interdisciplinary research, its goal is to reduce
the burden of this disorder and ultimately to
improve the quality of life for women affected
by vulvodynia.

In addition to funding scientific research
for this disorder, the NICHD with the ORWH
has funded a series of workshops on the epide-
miology, basic science, pain research, evolving
therapies, and therapeutics associated with
vulvar pain. NIH participated in the most recent
workshop, which was co-chaired by the ORWH
Director and was recently published in an arti-
cle titled Vulvodynia: A State-of-the-Art Consensus
on Definitions, Diagnosis and Management (Bach-
mann G.A., Rosen R, Pinn VW, et al. Journal of
Reproductive Medicine 2006;51 (6): 447-56). This
publication describes findings and recommen-
dations, such as key topics and issues needing
urther study, including the role of inflammatory
mechanisms and genetic factors.
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For research on vulvodynia to progress,
definitions should be standardized for the
terms that describe vulvodynia and the condi-
tions that are associated with it. The terms
and procedures used to characterize the pain
associated with vulvodynia should also be
standardized. Many biological mechanisms are
currently being investigated, including inflam-
matory and infectious disease processes, stress
factors, neurologic and genetic factors, and
the relationships between these processes and
hormonal and immune system changes. Estab-
lishing the natural progression of vulvodynia
will contribute toward a better understanding
of the role of etiologic factors (causes).

The NIH will continue to foster and support
research and coordinate educational efforts for
patients and health care providers based on
research and scientific evidence on vulvodynia.
To further outreach efforts, ORWH and its
partners are developing a national educational
program for primary health care providers,
patients, and the general public regarding the
symptoms, diagnosis, and treatment options of
vulvodynia. Current information on vulvodyn-
ia is available at the ORWH Web site at http://
orwh.od.nih.gov/health/vulvodynia.html.

Menopause-related Research

The ORWH supports an extensive research
portfolio on many aspects of the menopausal
transition and symptoms. In FY 2006, the
ORWH supported a National Institute on
Aging (NIA) RFA on the Biology of the Peri-
menopause: Impact on Health and Aging in
Non-Reproductive Somatic and Neuronal
Tissues (RFA-AG-05-008), from which several
grants were awarded.

This RFA solicited applications for research
studies to better understand underlying
biologic mechanisms associated with the
menopausal transition in middle-aged women.
The NIH was most interested in studies relat-
ing to how the hypothalamic-pituitary-ovarian
axis hormone levels and dynamic changes in
hormone levels across the menopausal transi-
tion affect pathophysiologic processes within
non-reproductive somatic and neuronal target
tissues. Other scientific areas of interest includ-
ed the role of steroid hormone biosynthesis
and/or metabolism within non-reproductive
somatic and neuronal tissues on pathophysi-
ologic processes within these tissues across the

FISCAL YEARS 2005 & 2006

perimenopause and the role of aging on these
pathophysiologic processes.

Research projects from this RFA funded in
FY 2006 included studies looking at women
across the menopausal transition or biospeci-
mens from that group of women. These stud-
ies will focus on the roles of estrogen and
glucocorticoids in abdominal adiposity and
skeletal and vascular health; the effects of cyto-
kine secretion under FSH regulation; the role
of estrogen and age in arterial stiffening; and
the patterns of brain activation during cogni-
tive and emotional tasks. A second group of
studies will utilize an animal model (female
rodents) undergoing reproductive aging. These
animal studies will focus on how reproductive
aging and estrogen modulate the inflamma-
tory environment of the brain and periphery;
the estrogen-sensitive neuronal systems of the
hypothalamus and effects on prolactin secre-
tion; the survival and function of hippocampal
neurons in collaboration with IGF-1 in a global
ischemia model; and the transcriptional activa-
tion of estrogen receptors by non-estrogenic
activators, as well as estrogen.

The ORWH also co-funded other meno-
pause-related grants with the National Insti-
tute on Aging (NIA), the National Center for
Complementary and Alternative Medicine
(NCCAM), and the National Institute of
Mental Health (NIMH). These studies include
the Study of Women across the Nation
(SWAN), the landmark study of the natural
history of the menopausal transition. Because
this cohort represents a multiracial and multi-
cultural group, important insights are being
identified that will be informative to health
care providers and women across different
racial and ethnic groups. Other menopause-
related research includes an ongoing study on
menopausal depression, which is funded by
the NIMH with support from the ORWH. The
ORWH, the Office of Dietary Supplements
(ODS), and the NCCAM are partnering on
several grants that focus on botanical products
or other complementary and alternative medi-
cine (CAM) methods to treat symptoms associ-
ated with the menopause. Additional areas of
focus include the effects of botanical products
on a woman's cognition and on the progres-
sion of atherosclerosis, which is a major
disease outcome in postmenopausal women.
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THE NIH STATE-OF-THE-SCIENCE
CONFERENCE ON MANAGEMENT OF
MENOPAUSE-RELATED SYMPTOMS

In March 2005, the NIH's Office of Medical
Applications of Research (OMAR) conducted
a State-of-the-Science (SoS) conference on
menopause-related symptoms. The primary
sponsor of this conference was the NIA,
although other components of the NIH and
other federal agencies, such as the ORWH, the
NCCAM, the NCI, the National Heart, Lung,
and Blood Institute (NHLBI), the NICHD, the
NIMH, the FDA, and the OWH (DHHS, co-
sponsored this meeting.

The independent panel convened at this
conference found that many women move
through the menopausal transition with few
disabling symptoms. It was noted that it is
important for menopause to not be viewed
as a disease. The tendency among women
and their health care providers in the U.S. to
“medicalize” menopause concerned the panel
because the tendency can lead to overuse of
treatment approaches that are known to carry
serious risks or whose safety remains unclear.

However, many women, particularly
those with surgically induced menopause, do
experience significant symptoms that greatly
diminish quality of life. For women whose
menopausal symptoms are severe and persis-
tent, the panel found nothing as effective as
estrogen therapy for alleviating those symp-
toms. Low-dose estrogen has been shown to
be effective for many women, although some
require larger doses to relieve hot flashes.
Concerns about the risks associated with estro-
gen use may rule out this treatment option for
some groups of women. The panel cautioned
women to weigh carefully their personal risks
and potential benefits before starting treat-
ment, noting that for some women whose
symptoms create a serious burden on daily life,
the benefits of symptom relief may outweigh
the risks. In addition to learning more about
the safe use of hormones, the panel urged
further research into non-hormonal treatment
approaches.

The panel also found that, overall, there
have been very few well-designed studies to
evaluate the safety and effectiveness of CAM
approaches to menopausal symptom manage-
ment, including behavioral interventions.

Although many studies have been published,
most have important limitations that make
their findings unclear. The evidence on most
botanical products used or advocated for
treating menopausal symptoms is weak or
inconsistent. There are major methodological
problems associated with products that are not
standardized.

More information on the SoS con-
ference is available online. The final
version of the conference report can be
found at http://consensus.nih.gov/2005/
2005Menopausal SsymptomsSOS025html.

Prevention Research

While prevention has always been a compo-
nent of the ORWH research portfolio, in FY
2005, the Office began to place special empha-
sis on prevention-related research in women's
health. The following key programs were
begun in FY 2005 and 2006.

MICROBICIDES INNOVATION PROGRAM (MIP)

The ORWH, in collaboration with the NIH
Office of AIDS Research (OAR), the National
Institute of Allergy and Infectious Diseases
(NIAID), the NICHD, and the NIMH, has
funded a number of R21/R33 innovation proj-
ects to support exploratory and developmental
research on new microbicides and microbi-
cides strategies and technologies. The goal of
this program is to advance promising strategies
and technologies into preclinical and clinical
development of new agents.

The development of safe, effective accept-
able topical microbicides to prevent the sexual
transmission of HIV could play a major role
in worldwide reduction of new HIV infec-
tions. An effective and acceptable microbicide
potentially could save millions of lives. Topi-
cal microbicides are agents that when applied
vaginally, rectally, or on the penis can result in
inhibition of the transmission of HIV and/or
other sexually transmitted infections (STIs),
which may be cofactors in HIV transmission.
Although no licensed microbicide is currently
available, large-scale effectiveness trials of five
candidate microbicides are underway, includ-
ing an NIAID-sponsored trial that opened in
February 2005.

The purpose of the MIP is to support novel
and underexplored strategies in the field
of topical microbicides. This broad-based
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program will support the development of
microbicides and will facilitate technology or
methodology design and development that
may advance the field as a whole. The MIP
supports four areas of research. First is the
discovery and exploration of microbicides
(singly or in combination) directed against
HIV and/or STIs linked to HIV acquisition.
These include, but are not limited to, herpes
simplex virus (HSV), Trichomonas vaginalis,
Treponema pallidum, HPV, Haemophilus ducreyi,
Neisseria gonorrhoeae, Chlamydia trachomatis,
and bacterial vaginosis. The second area is
looking at emerging technologies or models
that contribute to new and/or more efficient
mechanisms for assessing microbicide safety,
efficacy, and acceptability; discovery and
exploration of new microbicide candidates;
formulation and delivery of microbicide prod-
ucts; and validation of surrogate markers for
safety and/or efficacy. The third area includes
prevention strategies that incorporate vagi-
nally, rectally, and/or penile-applied micro-
bicides. Acceptable strategies may include
anti-HIV vaccines that block HIV transmission
at the vaginal or rectal mucosa as an adjunct to
the primary microbicide approach. The fourth
area addresses the development of behavioral
and social tools that focus on product accept-
ability, initiation of use, and potential for
sustained use. These tools must be designed to
be integrated into the preclinical development
of microbicides. They should allow iterative
steps to improve the product or strategy under
investigation. Success of these tools will hinge
on behavioral, cultural, and contextual factors
(e.g., product characteristics, perceived risk of
infection, partner cooperation, and the like).

OTHER PREVENTION-RELATED RESEARCH

The ORWH supports a number of research
projects related to the prevention of diseases
and disorders of importance to women. For
example, the ORWH is co-funding a National
Institute on Alcohol Abuse and Alcoholism
(NIAAA) grant to reduce alcohol consumption
among urban Latina and African American
adolescent girls by educating parents to the
dangers associated with alcohol abuse. Three
alcohol prevention interventions are being
tested, and both parents and their daughters
will be monitored over several months. The
ORWH, in collaboration with the Fogarty
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Internal Center (FIC), has funded a number of
projects that focus on HIV/AIDS prevention in
international locations, including Colombia,
Africa, and Haiti.

Colombia, which ranks fourth in the
total number of reported HIV cases in Latin
America, is evaluating the utilization and cost
implications of different health care delivery
models in Bogota, Colombia. Data obtained
from 450 HIV-infected individuals (150/
model) will be systematically collected and
prepared for statistical analysis. In the third
phase of this study, models will be compared
in terms of health services utilization, costs,
cost-effectiveness, and which health care
model best accomplishes delivery and sustains
adherence to highly active anti-retroviral
therapy (HAART). Findings from this project
should provide necessary information to help
determine the optimal use of HIV delivery
services and help develop public health
strategies to achieve equity in health services
for HIV-infected people in Colombia and
possibly other countries in Latin America.

Other projects focus on African locations,
including Kenya. Women in sub-Saharan
Africa face a high risk of HIV-1 acquisition
during the first year postpartum. This risk can
be reduced by antenatal voluntary counseling
and testing (VCT) and use of female-controlled
HIV-1 prevention methods. In preventing
heterosexual HIV-1 transmission, the success
of female-controlled methods, such as female
condoms, the vaginal diaphragm, and vaginal
microbicides, depends on their use by women
at a high risk of HIV-1 infection. This study
is determining the potential effectiveness
of female controlled HIV-1 prevention
methods and the impact of participation in
perinatal HIV-1 prevention programs on HIV-
1 incidence in the first year after delivery in
three sites in Kenya. This study will provide
important information on how to increase
the effectiveness of female-controlled HIV-1
prevention methods by targeting women at
a high risk of acquiring HIV-1 infection. The
study will also identify ways to increase the
impact of antenatal VCT in reducing HIV-1
incidence.

Another project focuses on training Haitian
scientists in biomedical, epidemiological, and
biosocial research related to HIV prevention
and treatment and the care of individual
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patients with HIV in rural Haiti. The training
team has many years of experience in HIV
prevention and treatment in rural Haiti,
including the prevention of mother-to-child
transmission, diagnosis and treatment of
tuberculosis (TB) and sexually transmitted
diseases, the prevention of opportunistic
infections, and the use of HAART. The overall
program goal of this grant is to provide
training that will increase local capacity to
perform research on service integration as well
as diagnosis and treatment of HIV in central
Haiti. Long-term benefits will include increases
in research capacity for future HIV-related
research activities in Haiti.

Chronic Pain Syndromes

Among the chronic pain syndromes of impor-
tance to women'’s health are temporoman-
dibular joint and muscle disorders (TMJD)
and painful bladder syndrome. The ORWH
collaborates with a number of NIH ICs to
increase research in chronic pain and pain
control as important areas for women's health
research. The ORWH, the National Institute of
Dental and Craniofacial Research (NIDCR),
and the National Institute of Diabetes and
Digestive and Kidney Diseases (NIDDK) co-
funded several grants and contracts in the area
of chronic pain syndromes. For example, the
ORWH and the NIDCR funded several TMJD
grants, including the first Research Registry
and Repository for the Evaluation of TM]
Implants. There are other grants focusing on
trigeminal pain mechanisms and control and
pain management studies for TMJD. Addi-
tionally, the ORWH co-funded with NIDCR

a number of grants addressing such topics as
estrogen regulation of inflammation related to
TMJD, genotype and TMJD vulnerability types,
and neuronal plasticity related to TMJD and
fibromyalgia. In FY 2005, the NIDCR and the
ORWH co-funded the newly created Interna-
tional Research Registry Network for Sjogren’s
Syndrome.

The ORWH and the NIDDK have funded a
project titled The Epidemiology of Interstitial
Cystitis/Painful Bladder Syndrome. Interstitial
cystitis is characterized by chronic and
debilitating bladder pain, usually accompanied
by urinary frequency and urgency. Because
research has been hampered by the lack of a
clear and well-accepted case definition, little

is known about the prevalence of interstitial
cystitis in the population, the full burden

of this syndrome for patients, the kinds of
care they seek, and the kinds of treatment

they receive. The lack of information about
interstitial cystitis makes it difficult to meet
patients’ needs for medical and non-medical
care. Therefore, this project established a case
definition of interstitial cystitis in women

for patient screening and epidemiological
studies; developed and validated a symptom
questionnaire that can be used to identify
female interstitial cystitis patients and
distinguish them from those with similar
conditions (e.g., overactive bladder, urinary
tract infection, and endometriosis); developed
an interstitial cystitis-specific measure of
self-reported functional status, including
physical, mental, social, sexual/relationship,
role functioning, and other factors identified
by interstitial cystitis patients as important;
and surveyed more than 300,000 women

for urinary symptoms. Using the validated
symptom questionnaire, the study screened
more than 23,000 women to estimate
prevalence of interstitial cystitis in the U.S. and
to provide a sample of 354 women over age 18
who fit the case definition for this condition
and 300 who have interstitial cystitis-like
symptoms. This study also described the
impact of interstitial cystitis on patients’ lives,
including interstitial cystitis-specific functional
status and the impact of this syndrome on
quality of life, mental and physical health,
stress and coping, social support, sexual
functioning, social functioning, labor force
participation and income, as well as utilization
of traditional and alternative care. Investigators
have compared these results with existing data
on disease burden for other chronic diseases.

Health Disparities Research

Despite overall improvement in the health
of Americans, striking differences exist in the
burden of illness, life expectancy, and mortal-
ity rates among African Americans, Hispan-
ics, Native Americans, Alaska Natives, Pacific
Islanders, and other subpopulations. These
differences are thought to reflect complex
interactions among biological factors, the
environment, and health behaviors. Access
to health care resources and socioeconomic
differences have also been implicated in



discussions of health disparities. The ORWH
and many other componets of the NIH have
worked diligently to identify critical research
questions and to support research that will
help overcome disparities in health, especially
as they pertain to women.

The ORWH has funded a number of
projects that fall under the category of
health disparities research, such as chronic
pain syndromes, autoimmune diseases, and
musculoskeletal disorders, and projects that
focus on under-served, under-represented
minorities such as Hispanics and Native
Americans. However, the Office also
contributes to research on other diseases
that differentially affect minority women. An
example of one major area is diabetes, which
differentially affects women of color, especially
African American women. The ORWH has
co-funded the Diabetes Prevention Program
(DPP) since it was created. During FY 2005
and 2006, the DPP focused on the DPP
Outcomes Study (DPPOS). The original DPP
looked at the efficacy of lifestyle modification
and use of the drug, metformin, to decrease
the incidence of diabetes in an ethnically
diverse population at high risk for diabetes.
The study followed participants for an average
of 2.8 years. However, many important
questions remain unanswered. Specifically,
we do not know whether the decrease in the
development of diabetes can be sustained.
Moreover, we do not know whether the
delay or prevention of diabetes will translate
into a decrease in retinopathy, nephropathy,
neuropathy, and cardiovascular disease since
these outcomes require more followup years
to detect them than the DPP afforded. Thus,
a longer-term followup study of the DPP,
the DPPOS, was designed to evaluate the
long-term effects of active DPP interventions.
This study will look at the development of
diabetes during a further five to 11 years of
followup as well as composite diabetes-related
microangiopathic and cardiovascular disease
outcomes. The hypotheses being tested are
that both continued lifestyle intervention and
metformin will continue to decrease the rate
of diabetes development when compared with
the placebo group and that the prevention
or delay of diabetes during the DPP and
DPPOS will translate into reduced rates of
composite outcomes and improved health
status. The secondary objectives of the DPPOS
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are to evaluate the long-term effects of DPP
interventions on selected individual health
outcomes, the established and putative risk
factors for those outcomes, and the costs and
cost-utility associated with delay or prevention
of diabetes.

Other research related to health disparities
includes several grants to minority institutions
co-funded with the NICHD through the
Cooperative Reproductive Sciences Research
Program. These types of grants are designed
to augment and strengthen the research
infrastructure and research capabilities of
faculty, students, and fellows at minority
institutions in the area of reproductive health
research. The ORWH also partners with the
NICHD on a range of chronic gynecological
conditions that affect the quality of life for
many middle-aged and older women. In
general, these grants focus on the etiology,
prevalence, and possible treatment for these
chronic conditions. The ORWH patrticipates
with the DHHS Indian Health Service on
a youth suicide prevention project that
includes capacity building within the local
Native American community and research
development collaborations.

Autoimmune-related Research

Since its early years, the ORWH has co-funded
a number of grants with the NIAID to advance
the understanding of the underlying causes,
complications, and treatment strategies for
autoimmune disorders. More recently, the
ORWH co-funded five Autoimmune Centers
of Excellence that are studying a wide array of
autoimmune disorders. These comprehensive
center grants focus on common underlying
mechanisms of disease etiology and include
translational studies, such as randomized clini-
cal trials for different autoimmune conditions.
As a focal point for women's health research
at the NIH, the ORWH continues to encour-
age greater attention to autoimmunity and

its impact on women of all ages, races, and
ethnicity. The ORWH also participates in the
Autoimmune Diseases Coordinating Commit-
tee (ADCC). The ADCC, which is congres-
sionally mandated, is a trans-NIH group that
oversees and monitors research progress in this
area. Led by the NIAID, the ADCC is charged
with coordinating and monitoring progress

in autoimmune research across the NIH, and,
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during FY 2005, the ADCC submitted a report
to Congress on its progress.

Partnering with the NIAID, the National
Institute of Arthritis and Musculoskeletal and
Skin Diseases (NIAMS), and the National
Eye Institute (NEI), the ORWH co-funds a
number of other autoimmune grants that
focus on a number of conditions, such as
systemic lupus erythematosus (SLE), the
neuropsychiatric manifestations of SLE,
rheumatoid arthritis, Sjogren’s syndrome,
scleroderma, Graves’ disease, multiple
sclerosis, and viral myocarditis. The ORWH
has had a longstanding commitment to
provide funding for SLE because of the
complex and serious manifestations of this
disorder, which is nine times more common
in women than men and particularly prevalent
in women of color. The ORWH and the
NIAMS co-funded several grants exploring the
neuropsychiatric manifestations of SLE from a
genetic perspective, with the goal of studying
the underlying etiology and progression that
may lead to the subsequent identification of
innovative treatment strategies.

In FY 2005, the ORWH and the NIAMS co-
funded an important SLE grant that focuses
on the mechanism regulating neutrophil
activation in pregnancy. This particular area
had not been studied until recently and may
provide important insights into ways to
reduce pregnancy loss in patients with SLE.
Thrombosis and pregnancy loss are common
features of SLE, particularly in the presence of
antiphospholipid (aPL) antibodies. The in vivo
mechanisms by which aPL antibodies lead to
vascular events and, specifically, to recurrent
fetal loss are largely unknown. This research
represents a first effort to translate novel
research observations on the potential role of
complement activation in the pathogenesis
of aPL antibody-mediated pregnancy loss to
a clinically relevant human study. No study
has investigated whether complement is
activated in patients with aPL-associated poor
pregnancy outcomes (with or without SLE).
Similarly, no study has compared pregnant
women with SLE with disease-free women
to understand whether particular patterns
of complement activation characterize
and distinguish these patients without aPL
antibodies or fetal loss to those with a normal
pregnancy. Characterization of clinically

applicable surrogate markers that predict poor
pregnancy outcome will enable physicians to
initiate an interventional trial of complement
inhibition in patients at risk for aPL antibody-
associated fetal loss. The identification of such
surrogate markers in aPL and SLE patients may
also prove generally applicable to anticipate
complications during pregnancy in disease-free
women.

Musculoskeletal Disorders

Musculoskeletal conditions, such as
osteoarthritis and osteoporosis, contribute
significant disability to women of all ages, but
they are especially problematic to women who
are postmenopausal. The ORWH has been

a long-term partner and co-funder with the
NIAMS, NIA, and others in a public-private
partnership supporting the Osteoarthritis
Initiative (OAI). The OAI is a multicenter,
longitudinal, prospective, observational study
of knee osteoarthritis. The OAI has success-
fully recruited 5,000 male and female study
subjects. The OAI is serving as a national
repository for biological materials about

the natural history of osteoarthritis and the
evaluation of biomarkers for osteoarthritis

as potential surrogate endpoints for disease
onset and progression. These data will eventu-
ally guide state-of-the-art treatment strategies.
An ancillary study from the OAI is evaluating
ethnic differences in the management of this
disorder, especially within African American
populations.

Osteoporosis is another important concern for
women. In addition, as men are living longer,
osteoporosis is increasingly important for
aging men. Therefore, it is important to study
osteoporosis in both men and women for sex
and gender differences as well as for differ-
ences among various races and ethnic popu-
lations. The ORWH supports several grants
with the NIAMS that focus on the longitudinal
changes in hip geometry and skeletal muscle,
calcium absorption, factors affecting bone
response or non-response, bone-sparing effects
of soy phytoestrogens, and treatment effects
on osteopenic bone loss.

Long-term Scientific Collaborations

Most studies receive support from the NIH
for three to five years. However, some types of
research, such as studies on the natural history
of disease or clinical trials requiring longer



term followup, require sustained support for a
much longer period of time.

The ORWH has been a collaborator with
the NICHD since the introduction of the
Obstetrical Pharmacology Research Network,
which consists of four clinical research centers
and a data coordination center. The network
carries out pharmacology research to enhance
understanding of obstetrical pharmacokinetics
and to improve appropriate therapeutics
during pregnancy.

The ORWH has also been a long-term
partner with the NIDDK in the weight and
incontinence network now known as the
Program to Reduce Incontinence by Diet
and Exercise (PRIDE). PRIDE is examining
the efficacy of weight loss using a cognitive
behavioral intervention for six months
on incontinence in overweight women,
with longer term followup of weight loss
maintenance.

The ORWH has collaborated with the
NICHD and other ICs since the initiation
of the National Longitudinal Study of
Adolescent Health (Add Health). As of FY
2006, Add Health is in wave four of data
collection. At the time the project began in
1994-1995, investigators selected a nationally
representative sample of adolescents in
grades seven through 12. Participants have
been followed through adolescence and the
transition to adulthood with three in-home
interviews. Wave four will be the fourth series
of interviews and will include additional
information that encompasses social,
behavioral, and biological data. In addition
to data contributed in earlier surveys, these
subjects, who are now between the ages of 23
and 31 years, will provide biological data to
capture the prevailing health concerns as well
as biological markers of future chronic health
conditions.

TRANS-NIH COLLABORATION: CHRONIC
FATIGUE SYNDROME

The NIH recognizes the enormous
complexity involved in studying and treating
complex, multisystem illnesses, such as
CFS. The NIH also appreciates the need to
approach these conditions not simply from
the perspective of a single discipline but rather
from an interdisciplinary perspective that
integrates diverse scientific fields. Because
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CFS involves systems included in mission
statements of a range of NIH ICs and because
the research calls for an interdisciplinary
perspective, the NIH research on CFS is
coordinated in the NIH Office of the Director
by the ORWH. This is a familiar role for
the ORWH. Since its inception in 1990, the
ORWH has been a facilitator of several trans-
NIH initiatives for a number of complex
conditions affecting the health of both men
and women. Through September 1999, the
NIAID held sole responsibility for research on
CFS. In October 1999, then NIH Director, Dr.
Harold Varmus, in consultation with NIAID
Director, Dr. Anthony Fauci, recognized that
an interdisciplinary and integrated approach
encompassing the missions of many NIH
ICs was necessary to address CFS. Thus,
the responsibility for the CFES efforts was
transferred to the NIH Office of the Director.
Dr. Donna Dean was appointed to coordinate
the NIH efforts. One of the first activities
of this centralized activity was to respond
to a GAO Report, Chronic Fatigue Syndrome:
CDC and NIH Activities Are Diverse but Agency
Coordination is Limited (GAO/HEHS-00-98). An
NIH working group on CFS was established.
Dr. Dean also served as co-chair of the DHHS
CFS Coordinating Committee. Under her
direction, the ORWH sponsored a state-of-the-
science symposium on CFS in October 2000.

In April 2001, the ORWH assumed
responsibility for coordinating the NIH CFS
research efforts. The goal of the ORWH effort
is to stimulate interdisciplinary research on
CFS. This has been accomplished through a
Trans-NIH Working Group for Research on
Chronic Fatigue Syndrome (CFSWG), which
is chaired and convened by ORWH staff.
The CFSWG is composed of members from
13 different NIH ICs, including the NIAID,
NINDS, NHLBI, NIAMS, NIMH, NICHD, and
NCRR. (See Appendix D for a list of members.)
This working group developed an action plan
to draw the attention of the intramural and
extramural scientific communities to enhance
CFS research at the NIH.

CFS is a debilitating and complex
syndrome that involves many symptoms
and is characterized by profound fatigue,
which is not alleviated by bed rest and can
be exacerbated by physical or mental activity.
People with CFS often function at substantially
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lower levels of activity than they did before the
syndrome began. Neither a specific cause nor
treatment has been identified for this illness;
there is no diagnostic test for this syndrome.
It is possible that multiple subcategories of
conditions are subsumed under the rubric
of CFS. Approximately 1 percent of the U.S.
population is affected. While it appears that
Caucasian women suffer with CFS more
frequently than do men or women from
other ethnic or racial groups, epidemiologic
studies point to gaps in our understanding of
the distribution of this syndrome. It is also
important to note that 80 percent of people
reporting a history of CFS in epidemiologic
studies of the general population have not
been diagnosed or treated. There is also a
substantial pediatric population with this
condition. CFS represents a significant public
health problem that is estimated by the CDC
to have an economic burden resulting from
lost productivity of $9.1 billion. This figure is
comparable to losses from digestive, immune,
and nervous system diseases.

To address the range of important research
issues related to CES, the CEFSWG issued
a program announcement based on the
recommendations from the 2000 state-of-
the-science conference on CFS. The CFSWG
updated and reissued this announcement in
2005, incorporating recommendations from a
June 2003 NIH workshop titled Neuro-Immune
Mechanisms and Chronic Fatigue Syndrome: Will
Understanding Central-Mechanisms Enhance
the Search for the Causes, Consequences, and
Treatment of CFS? The proceedings of this
workshop were published in 2004 (NIH
Publication No. 04-5497) and disseminated
widely among the scientific communities.
All documents mentioned above as well as
additional information about the NIH CFS
program are available online at http://orwh.
od.nih.gov/cfs.html. In addition, the ORWH
and the working group issued an RFA (RFA-
OD-06-002) that called for research on how
the brain, as a mediator of various systems,
fits into the schema for understanding
CFS. This solicitation specifically called for
proposals from interdisciplinary teams of
scientists to conduct research on CFS in men
and women across the life span. It resulted
in seven new research projects that started in
2006 with support from the ORWH, NIAAA,

NIEHS, NIAMS, and NINDS. These included
two studies co-funded by the ORWH and

the NIAAA. One study explores the role of
human mast cells in the development of this
syndrome and the effects of antidepressants
in relieving associated symptoms. The other
study is looking at specific peptides (i.e.,
neuropeptide Y and dipeptidyl-peptidase)
that regulate many physiological and disease
processes in the cardiorespiratory, immune,
nervous and endocrine systems. This research
may lead to the development of biomarkers for
symptoms of CFS and perhaps their severity.
The ORWH is fully funding two studies that
are being managed by the NINDS. One will
explicate the role of the sympathetic nervous
system in the cardiovascular and inflammatory
abnormalities in the subset of CFS patients
with postural tachycardia (POTS). That study
will also examine the relationship between
the common mechanisms underlying both
CFS and POTS symptoms in a comprehensive
set of experiments with appropriate controls.
It is hoped that this research will lead to

a treatment for CFS symptoms. The other
study will test the physiological effects of a
telephone-based cognitive-behavioral stress
management intervention on participants
with CFS. This study also hopes to identify
biologically useful markers of CFS. In addition,
other NIH ICs (NIAMS, NIEHS, NINDS) are
fully funding research from the RFA on CFS.

The ORWH also provided support for other
research on CFS that was ongoing during FY
2005 and 2006. For example, the NICHD,
with co-funding from the ORWH, has a
five-year prospective study of adolescents
that will elucidate the etiology and natural
history of postviral CFS. The ORWH also
provides support for an NIAID study on
risk factors associated with the development
and prognosis of CFS in an ethnically and
socioeconomically diverse sample. This
research should elucidate the natural history
of this syndrome and lead to improvement in
both the diagnosis and treatment of CFS.

The ORWH takes an active role in
providing information to the scientific and lay
communities on CFS. It continues to maintain
and update the CFSWG page on its Web site.
The Office inaugurated its Science Series for the
Public with a CFS fact sheet. The ORWH also
continues to serve as the NIH representative on
the DHHS Chronic Fatigue Syndrome Advisory
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TABLE 3

Request for Applications and Program Announcements Sponsored by ORWH,
FY 2005 and 2006

AIDS International Training and Research Program
(FIC, NCI, NIAAA, NIDCR, NIMH, NIDA, NINR, ODS, ORWH) (PAR-05-140)

Basic Research in the Bladder and Lower Urinary Tract (R01)
(NIDDK, NCI, NIA, ORWH) (PA-06-254)

Building Interdisciplinary Research Careers in Women's Health (BIRCWH III)
(ORWH, NICHD, NIAAA, NIAID, NIDA, NIDDK, NIEHS, NIMH, ODS, AHRQ) (RFA-OD-05-002)

Building Interdisciplinary Research Careers in Women's Health (BIRCWH IV)
(ORWH, NICHD, NIA, NIAAA, NIAID, NIDA, NIMH, NIAMS, AHRQ) (RFA-OD-06-004)

Chronic Fatigue Syndrome: Pathophysiology and Treatment (R01, R21, R03)
(ORWH, ODS, OBSSR, NCCAM, NIAAA, NIAID, NIAMS, NICHD, NHLBI, NIEHS, NINR, NINDS,
NIDCR, and NIA) (PA-05-030)

Community Participation in Research (R01, R21)
(OBSSR, NCI, NHLBI, NICHD, NIDCR, NIEHS, NINR, NIAAA, NIMH, NIDCD, NIDA, ORWH, AHRQ,
NIOSH, CDC) (PAR-05-026)

Global Research Initiative Program, Behavioral/Social Sciences (R01)
(FIC, NEI, NIDA, NIEHS, NIGMS, OBSSR, ODS, ORWH) (PAR-05-082)

Health Disparities among Minority and Underserved Women (R01)
(NINR, NICHD, NIDA, NIDDK, ORWH) (PA-04-153)

Neuroimmune Mechanisms and Chronic Fatigue Syndrome
(NIAAA, NIAMS, NIEHS, NINDS, OBSSR, ORWH) (RFA-OD-06-002)

NIH Clinical Trial Planning Grant Program (R34)
(NIA, NIAAA, NIAMS, NICHD, NIDCD, NIDA, NINDS, NEI, ORD, ORWH) (PA-06-363)

NIH Support for Conferences and Scientific Meetings (Parent R13/U13)
(NIA, NIAAA, NIAID, NIAMS, NIBIB, NCI, NICHD, NIDCD, NCCAM, NIDCR, NIDDK, NIDA, NIEHS,
NEI, NIGMS, NHLBI, NHGRI, NIMH, NINDS, NLM, NCRR, NCMHD, ODP, OBSSR, ORD, ODS,
ORWH) (PA-06-041)

Pathophysiology of Bisphosphonate-Associated Osteonecrosis of the Jaw (R21, R03)
(NIDCR, NIAMS, NCI, ORWH) (PA-06-501)

Research on Sleep and Sleep Disorders (R01)
(NHLBI, NCSDR, NIA, NIAAA, NCI, NICHD, NCCAM, NIDA, NIMH, NINDS, NINR, ORWH)
(PA-05-046)

Research on Social Work Practice and Concepts in Health (R21, R03)
(NCI, NHLBI, NIA, NIAAA, NICHD, NIDA, NIMH, NINR, OBSSR, ODP, ORWH) (PA-06-082)

Sarcoidosis: Research into the Cause of Multi-Organ Disease and Clinical Strategies for Therapy (R01)
(NHLBI, NIAID, NIAMS, NEI, NIDDK, NINDS, NINR, ORD, ORWH) (PA-06-123)

Specialized Centers of Interdisciplinary Research (SCOR) on Sex and Gender Factors Affecting Women's
Health (P50)
(ORWH, NIAMS, NICHD, NIDDK, NIDA, NIEHS, NIMH, FDA) (RFA-OD-06-003)

Supplements to Promote Re-Entry into Biomedical and Behavioral Careers
(ORWH, NIA, NIAAA, NIAID, NIAMS, NIBIB, NCI, NICHD, NIDCD, NIDCR, NIDDK, NIDA, NIEHS,
NEI, NIGMS, NHLBI, NHGRI, NIMH, NINDS, NLM, NCRR, NCMHD) (PA-04-126)
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Temporomandibular Joint and Muscle Disorders: Pathophysiological Mechanisms
(NIDCR, NIDCD, NINDS, NIAMS, ORWH) (PA-06-188)

Vulvodynia - Systematic Epidemiologic, Etiologic, or Therapeutic Studies (R01)

(NICHD and ORWH) (PA-06-302)

Committee. It is expected that continued
cooperative efforts to plan and publish
interdisciplinary initiatives at the NIH will
attract new researchers to the field of CFS. The
many NIH ICs working on CFS will continue
to encourage and fund CFS-associated research
that falls within their purview.

INTERDISCIPLINARY PROGRAMS

As science has evolved over the past decade,
the questions investigators are asking have
become more complex. A comprehensive
approach to women'’s health and studies on
sex/gender differences is needed to bring
together individuals representing different
clinical specialties, different scientific back-
grounds, and different perspectives to build
synergetic collaborations to address complex
research questions and to provide better care
for women. Interdisciplinary research can
facilitate the integration of basic science, clini-
cal research, and translational research and
can include population studies, behavioral
and social research, as well as health services
and outcomes research, bioengineering and
biomedical informatics, genomics, proteomics,
imaging, and metabolomics. Interdisciplinary
research may provide an opportunity for not
just medical specialties but also researchers in
dentistry, pharmacy, nursing, biotechnology,
social sciences, anthropology, genetics, and
other disciplines, such as informatics, physics,
chemistry, kinesiology, nutrition, and environ-
mental sciences. Women's health provides rich
areas for collaboration and synergy of efforts
that investigators might explore through inter-
disciplinary research. Additionally, the pooling
of senior investigators across interrelated disci-
plines creates a rich environment for mentor-
ing of less experienced investigators.

There exists an appreciation of the value
that interdisciplinary research provides; this

is echoed in many scientific venues. The
ORWH saw a need for an interdisciplinary
approach to research on women'’s health

and sex/gender issues, and initiated several
innovative programs in interdisciplinary
research and career training: Building
Interdisciplinary Research Career in Women's
Health (BIRCWH) and Specialized Centers of
Research (SCOR) on Sex and Gender Factors
Affecting Women's Health. Both programs
have shown benefits to both women’s

and men's health through sex and gender
research and provided opportunities for
interdisciplinary scientific collaborations and
support for early investigators in a mentored
environment to become independent
researchers in women'’s health.

The ORWH also began a trans-NIH
interdisciplinary collaboration on women's
health and sex/gender comparison research
through the establishment of the Intramural
Program on Research on Women's Health
(IPRWH). The Women's Health Special
Interest Group (WHSIG) sponsors bimonthly
lectures by NIH and extramural researchers.
(See also the Outreach section of this report.)
The WHSIG also encourages scientific
exchange and multi-institute collaboration,
sharing of laboratory resources and
equipment, and development of a network to
allow brainstorming of ideas for collaboration.

Building Interdisciplinary Research
Careers in Women's Health
(BIRCWH)

The Building Interdisciplinary Research
Careers in Women's Health (BIRCWH)
program began in 2000 and continues in FY
2005 and 2006. It supports junior faculty
members who have recently completed clini-
cal training or postdoctoral fellowships and
who are beginning basic, translational, clini-
cal, and/or health services research related to
women's health. The program pairs junior



researchers with senior investigators in a
mentored environment. Women and minority
investigators are encouraged to apply.
Program grants from the BIRCWH RFA
provide opportunities to institutions involved
in clinical, health, or life sciences or public
health departments, centers, and institutes
to build a national supply of investiga-
tors in women's health research, including
research on sex and/or gender differences.
The program also affords an opportunity to
conduct research on factors that contribute to
disparities in health status or health outcomes
for different populations of women. As of
October 1, 2006, 35 BIRCWH centers have
produced 287 scholars that have gone on to
receive other NIH awards and academic posi-
tions. Investigators with established research
programs covering a broad range of basic and
applied biomedical and behavioral science or
health services research form an intellectual
and technical research base for mentoring the
Interdisciplinary Women's Health Research
(IWHR) scholars. Mentors from collaborat-
ing departments are encouraged to provide
needed expertise and resources if the empha-
sis of IWHR scholars’ projects is on research
relevant to women'’s health. Projects can focus
on basic, translational, clinical, or health
services research, but they must be within the
biomedical and behavioral purview of the NIH
and/or the health services research purview of
the AHRQ. (See Table 3 for a list of BIRCWH
solicitations for FY 2005 and 2006 and partici-
pating NIH ICs and Offices.) Health services
research includes the study of the quality,
appropriateness, outcomes, and effectiveness
of health care services, as well as the cost, use,
and access to health care services.

BIRCWH I (2000-2005)

The ORWH, along with nine NIH ICs and
the AHRQ, supported 12 new programs for
developing faculty scholars in interdisciplin-
ary women's health research. Several NIH
ICs participated in the initial solicitation for
the BIRCWH program (RFA-OD-99-008),
including the ORWH, the National Institute
on Drug Abuse (NIDA), NIA, NIAAA, NIAID,
NIAMS, NCI, NICHD, NCCAM, NIDCD,
NIDCR, NIDDK, NIEHS, NINDS, and AHRQ.
To encourage involvement in the program,
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sites recruit their own scholars. The BIRCWH I
programs included:

Baylor College of Medicine
Houston, TX
PI: Haleh Sangi-Haghpeykar, Ph.D.

The Baylor program offers two tracks: molecu-
lar/clinical and clinical/health services/popu-
lation research. Under this framework, 26
mentors from the departments of medicine,
obstetrics/gynecology, rehabilitation, ethics,
molecular medicine, and health services
research collaborate to offer an intensive
research experience with a strong focus on
molecular and human genetics and cell biol-
ogy. Where appropriate, scholars work toward
a master’s degree in a relevant area (e.g., public
health). Continued guidance is provided to
scholars after completing the program.

University of Alabama at Birmingham
Birmingham, AL
PI: John Hauth, M.D.

The program at Birmingham focuses on the
health problems that are more common in
minority and disadvantaged women. Mentors
who work on health disparities were chosen
for the program, and scholar candidates with
an interest in disadvantaged populations are
sought. The individualized curricula take into
account participants with limited experience
as well as those appropriate for an advanced
track. The program has a total of 24 mentors,
with seven from obstetrics-gynecology form a
subgroup on reproductive health. The remain-
ing 17 mentors comprise a diverse group from
11 departments.

University of California-Los Angeles
Los Angeles, CA
PI: Gautam Chaudhuri, M.D., Ph.D.

The UCLA offers a highly interactive program
involving 32 mentors who represent a mix

of basic and clinical research. Examples of
areas of interest are developmental biology,
molecular genetics, cell biology, behavioral
sciences, cardiovascular sciences, cancer, clini-
cal pharmacology, translational and clinical
investigation, and health services research. The
program comprises three phases, with entry
depending on the experience level and needs
of each scholar.
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University of California-San Francisco
San Francisco, CA
PI: Deborah Grady, M.D.

The UCSF and the Northern California Kaiser
Division of Research joined forces to focus a
program on chronic diseases of women. A core
curriculum and tailored course work may be
applied toward an advanced degree. Twelve
senior mentors plus resource faculty offer a
research experience in seven disease areas:
cardiovascular disease, breast cancer, skeletal
health, neuropsychiatric disorders, substance
abuse, urinary incontinence, and HIV. There
are also five cross-cutting research areas: sex
hormones, women’s imaging, complemen-
tary and alternative medicine, health services
research, and aging.

University of Connecticut Health Center
Farmington, CT
PI: Judith Fifield, M.D.

Twenty-one women's health investigators, who
were scattered across the three campuses of the
University of Connecticut, joined as mentors
for this program at the Farmington campus.
The mentors reflect several disciplines, includ-
ing allied health professionals. Areas of
research in this program include bone and
skeletal biology, addictions, mental health,
reproductive health and sexually transmitted
diseases, and gender roles. Basic, clinical, and
sociobehavioral approaches are applied in all
these areas. Curriculum and research plans are
individualized within three tracks: experienced
investigator, limited research experience, and
participants with a master’s degree (M.P.H. or
Master of Dental Sciences).

University of Kentucky
Lexington, KY
PI: Claire Pomeroy, M.D.

The University of Kentucky has a program
organized around three major themes: regula-
tion of menopause and its repercussions for
women'’s health, nutrition-related illnesses and
their impact on women, and drug abuse and
its relationship to gender (including AIDS/
HIV). A didactic phase is tailored to the back-
ground and interest of the scholar. There are
18 mentors whose areas of research include
cardiovascular disease, bone, infectious diseas-
es, alcoholic liver disease, the brain, and aging.

University of Medicine and Dentistry
of New Jersey

Newark, NJ

PI: Gerson Weiss, M.D.

The UMDN]J-New Jersey Medical School site
has a strong focus on minority and disad-
vantaged populations of women. Fourteen
mentors offer a research experience in the
areas of cardiovascular disease, diabetes,
multiple sclerosis, infectious diseases, aging,
reproduction, and development. Career devel-
opment includes a core curriculum plus indi-
vidualized course work, and scholars have the
option of working toward a Ph.D. or an M.P.H.

University of Michigan
Ann Arbor, MI
PI: Timothy R.B. Johnson, M.D.

With a focus on gender differences across the
life span, 20 mentors at the University of Mich-
igan Medical Center offer research experiences
in four target areas: pelvic floor/urology/gyne-
cology (uniting obstetrics-gynecology, urology,
and nursing research); health services research;
reproductive science and women's medicine
(including toxicology); and biobehavioral and
aging research, with an emphasis on depres-
sion. A Women's Academic Leadership Plan is
available as part of a scholar’s individualized
career plan.

University of North Carolina, Chapel Hill
Chapel Hill, NC
PI: Eugene Orringer, M.D.

The University of North Carolina at Chapel
Hill has organized its program around three
central themes: biomarkers of therapeutics,
prevention and intervention, and health issues
of the mature woman. Thirty-six mentors
cover a broad array of topics, including cancer,
pharmacology, cell biology, nutrition, sexu-
ally transmitted diseases, complications of
pregnancy, substance abuse, contraception,
environment and health, domestic violence,
gastroenterology, cancer, cardiovascular
disease, and the pelvic floor. Prevention and
outcomes research are also featured. Two
tracks are available, depending on experi-
ence level, and scholars may work toward an
advanced degree.



Virginia Commonwealth University
Richmond, VA
PI: Mary Nettleman, M.D.

The Virginia Commonwealth University focus-
es on women's health research in five areas:
substance abuse, psychiatric genetics, repro-
ductive health, cancer, and diseases associated
with aging. Through these areas run the themes
of basic, clinical, behavioral, epidemiological,
and health services research. Individualized
course work will prepare scholars for their
research experience. The faculty consists of 25
mentors, including a core mentor for each of
the areas.

Washington University
St. Louis, MO
PI: Clay Semenkovich, M.D.

Twenty-five mentors provide an integrated
focus on women's health research across eight
focus areas: autoimmune disease, cardiovas-
cular disease, complications of pregnancy,
diabetes, obesity and metabolism, osteoporo-
sis, infectious diseases, and cancer. Two tracks
will serve scholars with substantial or limited
prior research experience. Those with limited
experience who are pursuing patient-oriented
research will enter the Master of Science in
Clinical Investigation Program.

Yale University
New Haven, CT
PI: Carolyn Mazure, M.D.

The Yale program centers on women'’s health
and substance abuse and includes 25 mentors
from a broad array of basic, clinical, and social
science disciplines. Areas of emphasis include
the etiology of drug and alcohol abuse in
women; the development of new sex-specific
treatments; behavioral interventions for drug-
abusing mothers and children; sex differences
in drug abuse consequences, co-morbidity,
particularly with respect to stress and depres-
sion; and translation of research findings into
practice. Clinical scholars have an option of
complementing their research with training in
substance abuse.

BIRCWH I Evaluation

The ORWH, in conjunction with the NICHD,
applied for and received NIH Director’s
Discretionary Funds to evaluate the BIRCWH
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[ program. This program review had several
purposes:

> To assess initial program outcomes;

» To enhance program management;

» To enhance program monitoring; and
» To inform BIRCWH IV RFA.

The evaluation looked at several program
outcomes for scholars, including the effective
mentoring of scholars; participation in
interdisciplinary research and training during
and after BIRCWH funding; achievement of
independent scientific careers; and promotion
of scientific advances in women'’s health
research. The following metrics were examined
in an informal evaluation of the BIRCWH
program:

» Research independence;

» Global metric to look at amount of
collaborative research generated by the
BIRCWH centers;

> Assessment of scholars based on change
from baseline level;

» Percentage of scholars who continue to
conduct research in women's health post-
BIRCWH;

» Publications: high-impact versus low-
impact journals;

» Number of grants submitted per scholar
compared to the number funded;

> Percentage achieving employment in
academia;

» Number of scholars teaching clinical
research methods;

» Number publications, positions, awards,
honors, and oral presentations.

The findings of this evaluation indicate
that the 12 BIRCWH I grantees successfully
implemented this career development program
and are leveraging additional resources for
their scholars. Of the scholars who exited the
program and who responded to the survey,
97 percent (n = 60) are pursuing careers in
women's health research, and 85 percent
are engaged in interdisciplinary research.
Nearly all of the respondents, (93 percent
or 57 scholars) are working in an academic
institution, and 57 percent (n = 35) were in
tenure-track positions. Sixty-six respondents
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had submitted an NIH grant application with
an overall success rate of 35 percent. Most
scholars (90 percent or 50 scholars) had
maintained contact with their mentors. The
average public investment of $277,817 per
scholar points to the need to continue to track
these scholars as they pursue interdisciplinary
clinical, translational, health services, and/or
basic research and contribute to women'’s
health.

BIRCWH II (2002-2006)

Several NTH ICs participated in the second
solicitation for the BIRCWH program (RFA-
0OD-02-001), including the ORWH, NIA,
NIAAA, NIAMS, NICHD, NIDCR, NIDDK,
NIMH, ODS, and AHRQ. The following is a
description of programs supported under the
BIRCWH II program.

Boston Medical Center
Boston, MA
PI: Rebecca Silliman, M.D., Ph.D.

Boston University’s program addresses the
need to increase the number of outstand-

ing investigators trained in clinical research,
clinical epidemiology, and health services
research. More than 13 mentors represent five
major research areas: prevention research,
health services outcomes and effectiveness
research, addiction medicine, and issues of
aging women, including the consequences of
multiple caregiver roles. Scholars enter into
one of two pathways: basic research for those
who have not had formal research training
or advanced research. Scholars also have the
option of pursuing a master of science degree
in epidemiology.

Brown University
Providence, RI
PI: Donald Coustan, M.D.

Brown University and its affiliated hospitals
have a cross-institutional program organized
around five major areas: prevention and
behavior change; gender issues in women’s
health addressed through health services
research; HIV/AIDS in women; and obstetric
and gynecologic research, including perinatal
diagnosis and management, screening in early
pregnancy, transitional immunology, devel-
opmental biology, and cell dynamics. In addi-
tion, there are formal ties with Tugaloo College

in Mississippi and links to Xavier University

in New Orleans. Scholars have access to 20
mentors who cut across institutions, includ-
ing Women and Infants Hospital, the George
Anderson Outcomes Measurement Unit, and
the Woods Hole Marine Biological Laboratory.

Duke University
Durham, NC
PI: R. Sanders Williams

Duke University joined forces with the North
Carolina Central University in designing a
program to contribute to the improvement

in women's health. The research program
revolves around four main themes: clinical
trials and outcomes; decisionmaking research;
health disparities; and basic and translational
research, which includes a wide array of topics,
such as the genetics and molecular biology of
either breast or ovarian cancer, neuromuscular
physiology, pharmacology of the pelvic floor,
and the molecular biology of nicotine addic-
tion. More than 25 mentors who cut across
disciplines and professions are involved. Two
tracks serve scholars with substantial or limited
prior research experience. Scholars also have
the opportunity of working toward a master’s
degree in health sciences or clinical research.

Magee-Women's Health Corporation
Pittsburgh, PA
PI: James Roberts, M.D.

This program is orchestrated through the
Magee Women's Research Institute to provide
an integrated approach to interdisciplinary
research in women's health. It is focused on
four themes that cover women’s health from
preconception to elderly women: gender-
specific developmental biology, women's
behavioral health, prevention of adverse
reproductive outcomes and chronic diseases,
and aging and cancer. Scholars in this program
have the option of working with the 36
mentors whose research areas are encom-
passed under the umbrella of the four themes.

University of Maryland
Baltimore, MD
PI: Patricia Langenberg, M.D.

The University of Maryland program includes
collaborations with Morgan State University
and Howard University. Three broad research



themes underlie the program: life changes in
women's health (including steroid hormone
regulation of angiogenesis and the psycho-
metrics of human sexual behavior), adverse
conditions and diseases in women (including
ovarian hormones and neurological diseases
and cancer disparities), and gender differ-
ences in pain. Nineteen mentors drawn from
the Schools of Dentistry, Medicine, Nursing,
and Pharmacy are involved. Two tracks are
available to selected scholars, depending on a
scholar’s research background.

SUNY Downstate
Brooklyn, NY
PI: John Larose, M.D.

SUNY Downstate offers a program that links
SUNY Downstate Medical Center with Kings
County Hospital and the Arthur Ashe Urban
Health Institute (AAIUH). The program is
organized into mentored research areas that
reflect the interests of research team mentors.
Scholars have opportunities to interact with
more than 18 mentors. Six core research areas
span basic and clinical aspects related to
women's health. Core research areas include
sex/gender differences in pain and analgesic
response, early detection of breast cancer,
neurological disorders and epilepsy, diabetes,
progression of AIDS using a variety of method-
ological expertise, and health care disparities
and well-being.

Oregon Health and Science University
Portland, OR
PI: Christine Cassel, M.D.

The Oregon Health and Science University
(OHSU) program is based in the School of
Medicine, but the program also draws on
four exceptional OHSU centers, including
the Center for Women'’s Health, the Heart
Research Center, the Oregon Regional Primate
Research Center, and the Cancer Institute.
Scholars are exposed to 27 mentors, who
conduct research in areas of women’s health
that extend across the life span. The research
program builds on a unifying theme of
women's health across the life span and is
centered on six specific research areas: fetal
environments and cardiovascular develop-
ment, reproduction and health, neurobiol-
ogy and gender differences, substance abuse,
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cancer in women, and aging and end-of-life
issues.

University of Pennsylvania
Philadelphia, PA
PI: Jerome Strauss, M.D., Ph.D.

This program is located in the Center for
Research for Reproduction and Women's
Health at the University of Pennsylvania.

It involves 33 mentors who are organized
around six research clusters: brain and behav-
ior, metabolism and aging, cell and tissue
homeostasis, hormones, reproduction and
urologic function, infection and immunity,
and cardiac and pulmonary diseases. The
program offers the possibility of enrollment in
a master’s or doctoral program. Scholars begin
with a period of mentored research training
before transition into independent research
with faculty appointment.

Stanford University
Stanford, CA
PI: Linda Guidice, M.D., Ph.D.

Stanford University offers mentoring in
women's health research from bench to
bedside and from basic to clinical research.
The program features more than 23 mentors
from a variety of disciplines. The major
research areas of this program include midlife
aging and cardiovascular disease, adolescent
health, medical information technology, medi-
cine with a focus on cardiovascular disease
and diabetes, cancer, reproductive diseases and
urogenital health, genetics, cancer biology, and
tissue engineering. Scholars have two pathways
available, basic and clinical research.

Tulane University
New Orleans, LA
PI: Paul Whelton, M.D., M.Sc.

Tulane, in partnership with Xavier Univer-

sity, offers a program with a strong focus on
patient-oriented research related to cardio-
vascular health, particularly among African
American women. Scholars have access to

15 mentors with a broad range of experience
in basic, biomedical, behavioral, and health
services research. The areas of research in this
program focus on two areas in women'’s health
that warrant additional attention: cardiovascu-
lar disease and hypertension. The ultimate goal
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of this program is to train scientists to address
sex/gender and disparities issues in cardiovas-
cular health research.

University of Utah
Salt Lake City, UT
PI: Eli Adashi, M.D.

The University of Utah has a program that
includes collaborations with the Colleges of
Health, Nursing, Pharmacy, and Medicine. The
program involves 17 mentors from various
disciplines. Four principal areas of research
emphasis are offered to scholars: aging disor-
ders, cardiovascular disorders, cognitive and
neurological disorders, and oncologic disor-
ders. Scholars have a choice of two program
levels, entry for those with limited research
experience and advanced for those with
significant prior research experience. Scholars
also have the option of pursuing an innova-
tive program leading to a master’s of science
degree.

Vanderbilt University
Nashville, TN
PI: Rose Marie Robertson, M.D.

This program includes a partnership between
Vanderbilt University and the Meharry Medi-
cal College. The research program is designed
around six interdisciplinary research themes:
cancer and neoplasia, cardiovascular disease
and diabetes, clinical pharmacology, neurosci-
ences and behavioral health, endometrial biol-
ogy and reproductive toxicology, and health
services and outcomes research. Scholars have
the opportunity to interact with 25 mentors
from a variety of departments and schools,
including the School of Medicine, the Insti-
tute for Public Policy Studies, various clinical
departments, and the Departments of Preven-
tive Medicine and Psychiatry. Research areas
of interest include mental health, diabetes,
cardiovascular health, arthritis, musculoskeletal
health, neurological disorders, menopausal
hormone therapy, and sex/gender differences
in substance abuse and HIV therapies.

BIRCWH III (2006-2010)

The third BIRCWH solicitation (RFA-OD-05-
002) was funded by the ORWH with support
from several NIH ICs, including the NICHD,
NIAAA, NIAID, NIDA, NIDDK, NIEHS, NIMH,
ODS, and AHRQ. The following is a descrip-

tion of programs supported under the BIRC-
WH III program.

Harvard University
Cambridge, MA
PI: Jill M. Goldstein, Ph.D.

The mission of this BIRCWH program is to
develop the next generation of scientists and
scientist-clinicians in the field of women'’s
health. These scholars will contribute to under-
standing sex-specific vulnerabilities to the
range of medical and psychiatric disorders that
affect women. The program reflects a life span
perspective to identify etiologic mechanisms
during fetal development, puberty, adulthood,
and aging. In addition, some research focuses
on developmental periods specific to women,
such as child-bearing years, perimenopause,
and menopause.

University of California, Davis
Davis, CA
PI: Claire Pomeroy, M.D.

This BIRCWH program provides junior faculty
with state-of-the-art interdisciplinary training,
which will lead to an independent biomedical
research career in areas relevant to women'’s
health. Another objective of this program is

to create an environment that nurtures non-
traditional, cross-disciplinary collaborations
in focused and interactive areas of research
that are essential to improving the health of
women. The UC Davis program focuses on
four scientific areas: (1) neuroscience and
neurodegenerative diseases and their dispro-
portionate impact on females, (2) metabolic
and nutrition-related syndromes and their
repercussions on women, (3) cardiovascular
science and its relationship to gender, and (4)
life span biology and transitions, such as early
development, adolescence, and menopause,
that bring unique risks to females.

University of California, Los Angeles
Los Angeles, CA
PI: Gautam Chaudhuri, M.D., Ph.D.

This BIRCWH program includes a basic science
approach to the diseases of women, including
disciplines such as developmental biology,
molecular genetics, and cell biology. It also
includes clinical and translational research
related to women'’s health in the areas of



behavioral science, cardiovascular science,
AIDS, and aging and associated problems. All
of the faculty mentors provide training that
will allow the BIRCWH scholars to establish
their own independent research programs
applicable to the health problems of women.

University of California, San Francisco
San Francisco, CA
PI: Deborah G. Grady, M.D., M.P.H.

In this program, the University of California,
San Francisco is collaborating with the Kaiser
Permanente of Northern California Division of
Research. This program provides training for
scholars who are interested in women's health.
The program is organized around 10 interdis-
ciplinary research teams in the following areas:
breast cancer, cardiovascular disease, comple-
mentary and alternative medicine, dementia
and cognitive dysfunction, HIV in women,
menopause and hormone therapy, obesity,
osteoporosis and osteoarthritis, screening for
disease and urinary incontinence.

University of Cincinnati
Cincinnati, OH
PI: Leslie Myatt, Ph.D.

The goal of this program is to establish an
Interdisciplinary Research Careers in Women's
Health Scholars Program to identify and

train junior faculty members at the College of
Medicine at the University of Cincinnati and
Children’s Hospital Medical Center in the area
of women's health research. This program is
based in the Department of Obstetrics and
Gynecology but includes mentors from eight
academic departments of the medical school.
Departments participating in this program
include Cell Biology, Environmental Health,
Molecular and Cellular Physiology, Molecular
Genetics, Pathology and Laboratory Medi-
cine, Pharmacology and Cell Biology, and

the College of Pharmacy. In addition, four
divisions of the Department of Pediatrics are
involved: Developmental Biology, Endocrinol-
ogy, Pulmonary Biology, and Neonatology.

University of Kansas Medical Center
Kansas City, KS
PI: Patricia A. Thomas, M.D.

The long-term objective of the University
of Kansas BIRCWH program is to foster the

FISCAL YEARS 2005 & 2006

career development of junior faculty who

are pursuing basic, translational, behavioral,
clinical, or health services research related to
women's health. Over the five-year project
period, the program estimates that the number
of junior faculty in tenure-track positions who
are pursuing women'’s health research will
increase by at least eight. A flexible faculty
development plan tailored to meet the needs
of each newly recruited faculty member is
provided. Mentors have been enlisted in five
areas related to women'’s health: women'’s
reproductive health; maternal health; patho-
genesis of diseases prevalent in women; drug
design, drug delivery, and pharmacogenom-
ics; and prevention, intervention, and health
disparities.

University of Kentucky
Lexington, KY
PI: James E. Ferguson, M.D.

The primary goal of this BIRCWH program

is to provide IWHR scholars with state-of-
the-art interdisciplinary training in women's
health research that will ensure their success in
establishing independent research careers in
academic medicine. To achieve this goal, the
program has refined and adapted an already
successful organizational structure to provide
scholars with indepth training in four focused
and interacting areas of women's health: (1)
drug abuse and its relationship to sex and
gender differences, (2) cancer as it relates to
women'’s health, (3) hormonal regulation
across a woman'’s life span, and (4) oral health
and its impact on cardiovascular and endo-
crine health and pregnancy outcomes.

University of Michigan
Ann Arbor, MI
PI: Timothy R.B. Johnson, M.D.

The goal of the University of Michigan
BIRCWH is to develop a cadre of new junior
faculty scholars through a mentored research
experience leading to independent, interdisci-
plinary scientific careers that address women's
health concerns. Each scholar has an assigned
mentor, who is an established, indepen-

dent investigator with a proven track record.
Mentors are selected for their commitment to
teaching and history of research support. This
program focuses on the following areas of
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special interest: (1) pelvic floor and urogyne-
cology research; (2) health services research;
(3) reproductive science and women's
medicine; and (4) biobehavioral and aging
research.

University of North Carolina, Chapel Hill
Chapel Hill, NC
PI: Eugene P. Orringer, M.D.

The goal of this BIRCWH program is to select,
train, and mentor junior faculty members as
they transition to an independent research
career. The UNC BIRCWH program is centered
on three general research themes: biomarkers
and therapeutics; prevention and intervention;
and health issues of the mature woman. Each
of these themes is relevant to women's health,
well-suited to interdisciplinary collaboration,
and an area of considerable strength at the
university.

University of Texas Medical Branch
Galveston, TX
PI: Abbey B. Berenson, M.D.

The BIRCWH program at the University
of Texas Medical Branch (UTMB) trains
successful, independent investigators in
women's health. The program focuses on six
areas of strength in women's health research
on the UTMB campus: minority health and
health disparities, geriatrics, endocrinology,
infectious diseases and immunology,
addiction, and adolescent health. The program
places special emphasis on the health needs of
poor and ethnically diverse women.

Washington University
St. Louis, MO
PI: Kenneth S. Polonsky, M.D.

The long-term objective of this BIRCWH
program at Washington University is to
produce independent investigators to conduct
interdisciplinary research in women'’s health.
The specific aim of the program is to identify
outstanding young scientists committed
to women's health who have completed
fellowship training, match them with mentors
working in an environment that promotes
interdisciplinary research, and provide them
with career development experiences leading
to their independence. By bridging fellowship

training and independent faculty status,

this BIRCWH program has the potential

to significantly impact women'’s health

by increasing the number of outstanding
scientists. Disease areas of interest in this
program include depression, osteoporosis,
lupus, type 2 diabetes, urinary tract infections,
heart attacks, certain cancers, and infertility.

BIRCWH Research Topics

The BIRCWH program has been in opera-
tion since 2000 and continues with funding
in 2005 and 2006 under BIRCWH II and
BIRCWH III. The following is a list of selected
topics that have been addressed by BIRCWH
scholars.

Mental Health
> Assessing the impact of SSRI antidepres-

sants on women's depressive illness;

» Sexual harassment and psychological health
of women;

» Emergency department screening and inter-
vention to improve the safety and health of
battered women;

» Examining communication and power
dynamics of female patients and their
health care providers; and

> Role of maternal depression on women'’s
breastfeeding decisions.

Diabetes
» Ethnic differences in insulin insensitivity

and B-cell function;

» Knowledge of risk for heart disease among
people with diabetes and the relationship
to gender, ethnicity, diabetes treatment regi-
men; and

» Mechanism by which diabetes contributes
to cardiovascular disease (CVD).

Cardiovascular Health

» Ceramide in circulating lipoprotein and
vascular-endothelium;

» Estrogen and angiogenesis;



» Coronary heart disease risk in women with
spinal cord dysfunction;

» Primary and secondary prevention of CVD
associated with mental health risk factors;

» Modifiable environmental risk factors and
genetic risk determinants for CVD and
chronic kidney disease;

» Properties of a single item global health
measure for predicting patient outcomes
and high-risk CVD; and

» Vascular disease in women.

Arthritis and Musculoskeletal Health

> Utilization of services and patterns of
specialty care by women with rheumatoid
arthritis;

» Exercise, amenorrhea, stress, and bone
health;

» Role for activated T lymphocytes in bone
loss associated with Crohn’s disease; and

» Pharmacogenetics of methotrexate toxicity
and efficacy in rheumatoid arthritis.

Neurological Disorders

> Gender susceptibility to neurological
dysfunctions associated with altering GABA
receptor signaling;

> Effect of gender and phenotype on
neurotransmitter efficiency-related disor-
ders; and

» Hormone changes induced by seizure activ-
ity in rats.

Menopausal Hormone Therapy
» Estrogen and angiogenesis;

> Effects of estrogen on cardiac fibrosis after
myocardial infarction; and

» Hormone therapy and effects on cognition.

Sex/Gender

» Sex differences in substance abuse;
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» Importance of gender and social supports
in the nursing home setting; and

> Sex differences in HIV therapies.

Substance Use
> Sex differences in the etiology of substance

abuse;

» Gender-specific pathways linking stress and
cocaine relapse;

> Sex differences in vulnerability to cocaine
addiction; and

» Smoking cessation rates for women with
abnormal PAP smears.

Reproductive Health

> Risk factors for sexually transmitted infec-
tions among women in an Alabama HIV
clinic;

> Increased vaginal levels of a collagen
synthesis marker and preterm birth;

» Epidural-related fever and maternal serum
interleukin-6 levels;

» Synchrony between LH and leptin pulsatile
secretion in women with polycystic ovary
syndrome;

» Mouse models of premature ovarian failure;

» Innovative approach to childbirth decision-
making using a mathematical model;

> NK cell gene expression in normal pregnan-
Cy Vs. recurrent spontaneous miscarriage;

» Insulin sensitivity and pregnancy-related
weight gain;

» Estrogen and prolactin in septic shock; and

» Development of a decision aid for patients
considering treatment for endometriosis pain.

Cancer Research
» Identifying low-penetrance breast cancer

susceptibility genes;

» Quantifying breast composition for breast
cancer risk using x-ray absorptiometry;
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» Immunogenic vs. non-immunogenic
profiles in ovarian cancer;

> Causes and consequences of genetic insta-
bility in ovarian cancer;

» Mechanisms of ischemia, reperfusion inju-
ry, and ischemic preconditioning in breast
cancer; and

» Universal breast cancer antigens as targets
linking early detection and therapeutic
vaccination.

Molecular Biology/Genetics

> Genetics of endometriosis using microar-
rays; and

» Genetics of breast cancer.

Health Services/Health Disparities

> Hypertension in African American women
and the effects of exercise;

» Health services in HIV-infected incarcerated
women;

» Improving health outcomes for women
with chronic illness;

» Effect of risk perception on breast cancer
and colorectal cancer screening; and

» Social and cultural factors in managing
chronic diseases in Caribbean immigrants.

Specialized Centers of Research
(SCORs) on Sex and Gender
Factors Affecting Women's Health
(2002-2006)

The ORWH and co-sponsors seek to promote
interdisciplinary research in sex/gender factors
through Specialized Centers of Interdisciplin-
ary Research (SCOR). Funding for the centers
totals approximately $11 million per year

for five years, with co-funding provided by
the NIAMS, NICHD, NIDDK, NIDA, NIMH,
NIEHS, and the FDA. Each SCOR promotes
interdisciplinary collaborations and develops
a research agenda bridging basic and clini-
cal research on sex/gender factors underly-
ing a priority issues in women'’s health. The
SCOR program complements other federally

supported programs addressing women'’s
health, including the BIRCWH program and
the Women's Reproductive Health Research
Career Development Centers (WRHR), as well
as research grants solicited through numerous
NIH RFAs and PAs.

The ORWH funded 11 SCORs in FY 2002.
These centers provide new opportunities for
interdisciplinary approaches to studies on
how sex and gender factors affect women's
health. Each SCOR promotes interdisciplinary
collaborations and the development of
a research agenda that bridges basic and
clinical research on sex and gender factors
that address priority women’s health issues.
Research priority areas addressed by the
SCORs include mental health, reproductive
health, pain disorders, and urinary tract health.
The following describes SCOR themes, center
directors, individual projects, and affiliations.

Emory University

Pharmacology of Anti-epileptic and Psychotro-
pic Medications during Pregnancy and Lactation
PI: Zachary Stowe, M.D.

Models are being developed for the pharma-
cology of anti-epileptic and psychotropic drugs
during pregnancy and lactation. This informa-
tion will help physicians provide risk-benefit
information to pregnant and lactating women.

Medical University of South Carolina
Role of Sex and Gender Differences in
Substance Abuse Relapse

PI: Kathleen Brady, M.D., Ph.D.

The role of sex and gender differences in
substance abuse relapse are being studied,
with particular emphasis on elucidating
factors contributing to relapse. The substances
included in this SCOR’s research are tobacco,
cocaine, and alcohol.

Northwestern University

Genes, Androgens, and Intrauterine Environ-
ment in Polycystic Ovarian Syndrome

PI: Andrea Dunaif, M.D.

Genes, androgens, and the intrauterine envi-
ronment in polycystic ovarian syndrome
(PCOS) provide the theme for studies elucidat-
ing the pathogenesis of PCOS.



University of California-Los Angeles

Sex and Gender Factors in the Pathophysiology
of Irritable Bowel Syndrome and Interstitial
Cystitis

PI: Emeran Mayer, M.D.

Sex and gender factors underlying the patho-
physiology of irritable bowel syndrome and
interstitial cystitis are being evaluated.

University of California, San Francisco
Mechanisms Underlying Female Urinary
Incontinence

PI: Jeanette Brown, M.D.

Mechanisms underlying female urinary incon-
tinence are being studied using epidemiologic,
biologic, and molecular approaches. The
impact of diabetes on urinary incontinence is
being evaluated.

University of Maryland
Sex Differences in Pain Sensitivity
PI: Joel Greenspan, Ph.D.

This SCOR is focusing on neuronal mecha-
nisms underlying sex differences in pain sensi-
tivity, with particular attention to visceral and
temporomandibular pain.

University of Michigan, Ann Arbor
Birth, Muscle Injury, and Pelvic Floor
Dysfunction

PI: John, DeLancey, M.D.

Studies at this SCOR focus on stress incon-
tinence and, more specifically, the effects of
childbirth on the development of urinary
incontinence.

University of Pittsburgh

Genetic and Environmental Origins of Adverse
Pregnancy Outcomes

PI: Gerald Schatten, Ph.D.

This SCOR is studying genetic and environ-
mental factors that contribute to adverse
pregnancy outcomes, particularly recurrent
pregnancy loss.

University of Washington

Mechanisms by Which Drug Transporters Alter
Maternal and Fetal Drug Exposure during Preg-
nancy

PI: Jashvant Unadkat, Ph.D.

Investigators at this SCOR are studying the
mechanisms by which drugs are transported in
the body, with a special emphasis on maternal
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and fetal drug exposure during pregnancy.
Investigators are looking at alterations in drug
transport that occur during pregnancy.

Washington University

Molecular and Epidemiologic Basis of Acute
and Recurrent Urinary Tract Infections in
Women

PI: Scott Hultgren, Ph.D.

This SCOR is studying the molecular basis of
acute and recurrent urinary tract infections
(UTIs) in women. They are also looking at
the epidemiology of UTIs, which are among
the most common infections in the U.S. and
primarily affect women.

Yale University
Sex, Stress, and Cocaine Addiction
PI: Rajita Sinha, Ph.D.

Sex, stress, and cocaine addiction form the
research core of this interdisciplinary program.
It is hoped that findings will lead to sex-
specific prevention strategies and treatments
for cocaine addiction.

SCOR Evaluation

The ORWH established an External Advi-

sory Committee (EAC) to review the SCOR
program and to provide guidance to the Office.
Members of the CCRWH and ACRWH were
selected to serve on this review. The nine-
member committee noted that the SCORs had
begun to demonstrate success in meeting their
scientific objectives. They had proven success-
ful in mobilizing scientists of diverse disci-
plines and bringing their expertise to bear on
the examination of how sex and gender factors
contribute to health and disease. Significant
progress also was demonstrated in each center
regarding the development of experimental
methodology, implementation and expan-
sion of research, and recruitment of clinical
participants. SCOR investigators are actively
promoting sex and gender research through
pilot projects, seminars, and training of junior
investigators. These investigators have also
taken the initiative to embark on collabora-
tions with other SCORs.
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Interdisciplinary Symposia

In FY 2005 and 2006, the ORWH held the
second and third annual Interdisciplinary
Symposia on Research on Women's Health.
These symposia brought together principal
investigators and scholars from the BIRCWH I,
11, and IIT and the SCOR programs. The meet-
ing objectives included increasing knowledge
on women'’s health from collaborative and
interdisciplinary research activities; under-
standing sex and gender differences that
contribute to biological differences in cellular,
tissue, and organ responses between men and
women or conditions that have enhanced clin-
ical presentation in women; and understand-
ing the effects of gender on psychological,
social, and behavioral determinants of health
and disease.

In conjunction with the interdisciplinary
symposium, the ORWH developed a program
with The George Washington University
School of Public Health and Public Policy
called The Federal Legislative Process and
Women's Health Policy: An Introduction for
NIH Researchers. This daylong meeting,
which was held in 2006, included both
presentations and a poster session. The
purpose of the meeting was to introduce
scientists specializing in women'’s health
research to the federal legislative process. The
program featured leading experts in women’s
health policy and the legislative process with
respect to the creation and funding of health
programs, legislative issues in women'’s
health policies, and concepts and devices to
emphasize women's health issues to members
of Congress. Following a general overview
in the morning, two major afternoon
roundtables were devoted to a discussion
of the NIH reauthorization process as well
as other major developments in federal
legislation and women's health policy.

MONITORING ADHERENCE
TO THE NIH POLICY ON THE
INCLUSION OF WOMEN AND
MINORITIES AS SUBJECTS IN
CLINICAL RESEARCH

Historical Perspective

The establishment and implementation of
policies for the inclusion of women and
minorities in clinical research funded by the
NIH has its origins in the women’s health
movement. Following the issuance of the
report of the Public Health Service Task
Force on Women'’s Health in 1985, the NIH
established a policy in 1986 for the inclusion
of women in clinical research. This policy,
which urged the inclusion of women, was first
published in the NIH Guide to Grants and
Contracts in 1987. Later that year, minority
and other scientists at the NIH recognized
the need to address the inclusion of minority
populations. As a result, a later 1987 version of
the NIH guide, a policy encouraging the inclu-
sion of minorities in clinical studies was first
published.

To ensure that the policies for inclusion
were firmly implemented by the NIH, the
Congress made what had previously been
policy into Public Law, through a section in
the NIH Revitalization Act of 1993 (PL 103
43)7, titled Women and Minorities as Subjects
in Clinical Research. In 1994, the NIH revised
its inclusion policy to meet this mandate that
women and minorities must be included
in all of its clinical research studies. The
Revitalization Act essentially reinforced the
existing NIH policies but with four major
differences:

» that the NIH ensure that women and
minorities and their subpopulations be
included in all clinical research;

» that women and minorities and their
subpopulations be included in Phase II1
clinical trials in numbers adequate to allow
for valid analyses of differences in interven-
tion effect;

7 Public Law 103-43, 107, Stat. 22 (codified at 42 U.S.C. 189.a-1) [Sec. 486(187d)(d)].



» that cost is not allowed as an acceptable
reason for excluding these groups; and

» that the NIH initiate programs and support
for outreach efforts to recruit and retain
women and minorities and their subpopu-
lations as participants in clinical studies.

Revised inclusion guidelines developed in
response to this law were published in the
Federal Register® in March 1994, and they
became effective in September 1994. The
result was that the NIH could not and would
not fund any grant, cooperative agreement, or
contract or support any intramural project to
be conducted or funded in FY 1995 and there-
after that did not comply with this policy.
Strategies to ensure uniform implementation
of the revised guidelines across the NIH were
developed through the establishment and
deliberations of an NIH Tracking and Inclu-
sion Committee made up of representatives
of the directors of each of the NIH ICs. This
trans-NIH committee, convened by the ORWH
and co-chaired with a senior IC official, meets
on a regular basis, focusing on consistent and
widespread adherence to the NIH guidelines
by all the ICs. Working in collaboration with
the Office of Extramural Research (OER), the
Office of Intramural Research (OIR), and other
components of the NIH, the ORWH coordi-
nates the activities to develop and establish
data collection and reporting methodologies
to ensure uniform standards and definitions in
the reporting of data on women and minority
participants in NIH-funded clinical research.
To ensure NIH-wide adherence to the revised
inclusion guidelines, the NIH conducted
extensive training. In June 1994, the ORWH
convened a meeting of Institutional Review
Board (IRB) chairs to discuss their role in
implementing the revised policy. Training was
especially important in light of 1990 GAO
findings that an earlier policy was inconsis-
tently applied and had not been well commu-
nicated or understood within the NIH or in
the research community. A variety of outreach
activities were initiated to explain the revised
policy to the scientific research community and
to clear up common misunderstandings about
the new requirements.
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Continuing Implementation and
Monitoring Activities

Following a congressional request for an
assessment of the NIH's progress in imple-
menting the1994 guidelines on the inclusion
of women in clinical research, the GAO issued
another report in May, 2000, titled Women's
Health: NIH Has Increased Its Efforts to Include
Women in Research.’ It concluded that in the
past decade, the NIH has made significant
progress in implementing a strengthened poli-
cy on including women in clinical research.

The GAO report also included two specific
recommendations to the Director of the NIH
to ensure the following:

> that the requirement be implemented that
Phase I clinical trials be designed and
carried out to allow for the valid analysis of
differences between women and men and
communicate this requirement to appli-
cants as well as requiring peer review groups
to determine whether each proposed Phase
I1I clinical trial is required to have such
a study design and that summary state-
ments document the decision of the initial
reviewers; and

> that the NIH staff who transmit data to
the inclusion tracking data system receive
ongoing training on the requirements and
purpose of the system.

Immediately following the release of this
report, an NIH Subcommittee Reviewing
Inclusion Issues was formed, consisting of
representatives from several ICs, the ORWH,
the OER, and the OIR, to reexamine the NIH's
system for tracking data on the inclusion of
women and minorities in clinical research,
to recommend any necessary changes to
improve its accuracy and performance, and
to reiterate the NIH policy. Several actions
resulted to clarify the requirement for NIH-
defined Phase III clinical trials to include
women and minority groups, if scientifically
appropriate, and for analysis of sex/gender
and/or racial/ethnic differences to be planned
and conducted by investigators engaged in
NIH-funded research. Significant actions in
2001 included:

$NIH Guidelines on the Inclusion of Women and Minorities as Subjects in Clinical Research, 59 Fed. Reg. 14508-14513

(1994).

> Women's Health: NIH Has Increased Its Efforts to Include Women in Research (GAO/HEHS-00-96, May, 2000).
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» Updating the NIH Policy and Guidelines on
the Inclusion of Women and Minorities as
Subjects in Clinical Research and posting it
on the ORWH home page at http://orwh.
od.nih.gov/inclusion.html, and NIH Web
page, Inclusion of Women and Minorities Policy
Implementation at: http://grants.nih.gov/
grants/funding/women_min/women_min.
htm.;

» Developing a new term and condition of
award statement for awards made after
October 1, 2000 that have NIH-defined
Phase III clinical trials;

» Incorporating language in the NIH solicita-
tions for grant applications and contract
proposals to clarify the submission require-
ment for NIH-defined Phase I1I clinical
trials, a description of plans for sex/gender
and/or race/ethnicity analysis including
subgroups, if applicable, and reporting
accrual annually and results of analyses, as
appropriate; and

» Developing guidelines and instructions for
reviewers and Scientific Review Administra-
tors (SRAs) to emphasize and clarify the
need to review research proposals that are
classified as NIH-defined Phase III clinical
trials for both inclusion requirements and
issues related to analyses by sex/gender
and/or race/ethnicity and developing
instructions for the proper documenta-
tion to include in summary statements to
address adherence to these policies.

Training to ensure compliance with
this policy was provided to NIH program
and review officials, grants and contracts
management staff, and current and prospective
research investigators. Several initiatives were
implemented for review, grants management,
and program staff, including specific topics
addressing revisions to the NIH inclusion
policy, a grants policy updates, and Scientific
Review Administrator (SRA) orientation on
specific issues related to review meetings and
proceedings.

The PHS 398 Grant Application was
significantly revised to provide additional
instructions about the women and minorities
inclusion policy and became mandatory as
of May 10, 2005. The PHS 398 instructions

have also been included in the new federal
application form SF-424 for NIH grants using
the federal Grants.gov system (see http://era.
nih.gov/ElectronicReceipt/). The application
instructions include two significant changes
in definitions. First, the NIH required use of
a revised definition of clinical research based
on the 1997 Report of the NIH Director’s
Panel on Clinical Research and adopted by
the NIH. Second, the Office of Management
and Budget (OMB) Directive 15, Race and
Ethnic Standards for Federal Statistics and
Administrative Reporting, revised the racial
and ethnic categories to be used when
reporting population data (see: http://grants.
nih.gov/grants/guide/notice-files/NOT-
OD-01-053.html). In addition, the revised
NIH policy reemphasized that NIH-defined
Phase 111 clinical trials must be designed and
conducted in a manner to allow for a valid
analysis of whether the variables being studied
affect women or members of minority groups
differently from other subjects.

Many of the training sessions are available
electronically for all NIH staff, and the OER
has made available existing training materials
on the internal population tracking system
Web site. A training subcommittee of the full
NIH Tracking and Inclusion Committee has
been established to develop new training
documents and methods of training for NIH
staff and the extramural research community.
(See Appendix E for a list of NIH Tracking and
Inclusion Committee members.)

Communication and Outreach
Efforts to the Scientific Community

NIH staff provides outreach to the scientific
community to help increase understanding of
the revised inclusion policy and OMB require-
ments. These training and outreach efforts
are designed to improve understanding of the
NIH inclusion policy and to assist investiga-
tors and NIH staff in appropriately addressing
these issues throughout the research grant and
contract process. Investigators are instructed to
address women and minority inclusion issues
in the development of their applications and
proposals for clinical research.

Reference documents, such as the Outreach
Notebook for the NIH Guidelines on Inclusion
of Women and Minorities as Subjects in Clini-
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cal Research (http://orwh.od.nih.gov/inclu-
sion/outreach.pdf) and the Frequently Asked
Questions (FAQs) for the Inclusion, Recruitment,
and Retention of Women and Minority Subjects
in Clinical Research (http://orwh.od.nih.
gov/inclusion/outreachFAQ.pdf) have been
published and distributed for investigators
and NIH staff. These publications discuss the
elements of recruitment and retention, the
current NIH inclusion policy, the 1997 OMB
requirements for reporting race and ethnicity
data, as well as information for application
submission, peer review, and funding. Both
documents are posted on the ORWH Web
site http://orwh.od.nih.gov as well as on the
NIH Web site for the inclusion of women and
minorities policy implementation at http://
grants1.nih.gov/grants/funding/women_min/
women_min.htm. The revised Outreach Note-
book and FAQs continue to be available to
the research community to further explore the
inclusion policy and its intent. In addition, a
slide show titled Sex/Gender and Minority Inclu-
sion in NIH Clinical Research: What Investigators
Need to Know! is available electronically and
in hard copy for NIH staff use in working with
the extramural community.

Monitoring Compliance:
Extramural and Intramural
Population Data Analysis

When assessing inclusion data, enrollment
figures should not be directly compared to the
national census figures. The goal of the NIH
policy is not to satisfy any quotas for propor-
tional representation, but rather to conduct
biomedical and behavioral research in such a
manner that the scientific knowledge acquired
will be generalizable to the entire population
of the U.S. The number of women or minority
subpopulations included in a particular study
depends upon the scientific question that the
study is seeking to address and the prevalence
of the disease, disorder, or condition under
investigation among women and minority
subpopulations.

Scientific Review Groups (SRGs) are
instructed to focus on scientific considerations
when assessing the planned enrollment
for a particular study. The SRG determines
that the implementation plan for an
application is unacceptable if it: (1) fails to
provide sufficient information about target
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enrollment; (2) does not adequately justify
limited or lack of inclusion of women or
minorities; or (3) does not realistically address
recruitment and retention. For NIH-defined
Phase III clinical trials, the SRG also evaluates
the description of plans to conduct analyses,
as appropriate, to address differences in

the intervention effect by sex/gender and/

or racial/ethnic groups. Applications with
unacceptable inclusion plans cannot be
funded until NIH staff is assured that revised
inclusion plans from the investigators comply
with the NIH inclusion policy requirements.
Research awards covered by this policy require
the grantee to report annually on enrollment
of women and men and on the race and
ethnicity of research participants so that
accrual can be monitored.

The NIH has monitored aggregate
demographic data for study populations
utilizing an NIH computerized tracking system
since FY 1994, and tracking the inclusion
of women and minorities in clinical studies
is well established in all ICs. Members of
the NIH Tracking and Inclusion Committee
continuously work on ways to refine and
improve data collection methods and the
quality of the data entered by each IC into this
system. In May 2002, the NIH successfully
deployed a new population tracking system
for monitoring the inclusion of women
and minorities in clinical research. This
system provides easier data entry and project
monitoring of investigator data reporting for
NIH staff. An eRA Population Tracking User
Group consisting of representatives from
several ICs provides continuous feedback
related to system use.

The reporting of aggregate extramural and
intramural data enables the NIH to measure
and monitor inclusion, to formulate more
specific questions about gaps in enrollment,
and to better design studies to respond to
those questions. Since the launch of the
new tracking system in 2002, the NIH has
improved monitoring for IC and investigator
compliance with the NIH inclusion policy.
Additionally, longitudinal examinations
of trends for human subject research
participation are underway, and reports are
now generated on foreign and domestic
participation. However, racial and ethnic trend
reporting will be more difficult because of a
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change in how data are collected and reported
(OMB Directive 15, 1997).

A review of intramural inclusion data
indicates that the intramural research program
continues to be compliant with the reporting
requirements adhered to by the extramural
community and outlined in the NIH
Implementation Guidelines on the Inclusion
of Women and Minority Subjects in Research
Studies. The Clinical Center Medical Executive
Committee (MEC) has taken a leading role in
assuring that investigators conducting clinical
research protocols in the Clinical Center
are trained and competent in the conduct
of clinical research. The MEC designed and
endorsed the standards for clinical research
within the NIH Intramural Research Program
(IRP), which set forth guidelines for the
infrastructure, training, education, and
monitoring required for safe and effective
conduct of clinical research.

Format Changes for Reporting Race
and Ethnicity Data

Beginning in FY 2002, the NIH changed how
data are collected and reported based on the
1997 OMB Directive 15 minimum standards
for maintaining, collecting, and reporting data
on race and ethnicity. Implementation of the
1997 OMB standards involved a number of
changes, including collecting and reporting
information on race and ethnicity separately;
the 1977 OMB standards used a combined
race and ethnicity format. The NIH aggregate
population data tables describe data using
both the 1997 and 1977 OMB standards for
reporting data on race and ethnicity. Since
2002, the number of studies reporting data
using the 1997 format (NEW FORM) has
steadily increased, while the number of stud-
ies using the 1977 format (OLD FORM) has
steadily decreased, as the studies funded before
FY 2002 are completed.

The 1997 OMB reporting format (NEW
FORM) and standards do not allow direct
comparison of ethnic and racial data with
similar data collected under the 1977 OMB
reporting format (OLD FORM) and standards
because the categories and methods for
collecting the data are fundamentally different.
Changes in the standardization of definitions
and business rules across the NIH for

improving the data entered in the population
tracking system are reflected in data reported
beginning in FY 2002. While implementation
of these changes will improve the consistency
and comparability for future reporting,
comparisons with data prior to FY 2002 are
difficult.

As demonstrated by the following, the
primary differences are: (1) the Hispanic popu-
lation is considered an ethnic category and
reported separately from racial data; (2) there
is a separate racial category for Asian popula-
tion data and Hawaiian and Pacific Islander
population data; and (3) respondents are
given the option of selecting more than one
race. Race and ethnicity data from the OLD
and NEW FORMs are combined differently,
as described in the following, for purposes of
reporting on the minority population enrolled
in NIH clinical research:

» The OLD FORM uses the 1977 OMB
combined Race and Ethnicity Format,
which has mutually exclusive categories and
allows Hispanics to be reported as either
“Hispanic, Not White” or “White.”

» The NEW FORM uses the 1997 OMB Race
and Ethnicity Categories, with separate
reporting for Ethnicity (Hispanic or Latino;
Not Hispanic or Latino) and race (Part A).
In this format, an individual is classified
both by Ethnic Category and by Race Cate-
gory. Part B of the NEW FORM, therefore,
provides a distribution of only “Hispanics
or Latinos” by the five main race categories.
Since minority categories are defined to
include both “Hispanic or Latino ethnic-
ity” and non-white racial categories when
providing summary totals of minorities,
it is necessary to add “White Hispanics”
and “Unknown/Other Hispanics” based
on their ethnicity to the non-white racial
categories.

> Hispanics are defined by country of origin
and may be identified as belonging to any
one or more than one race category.
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TABLE 4

OLD FORM (1977) vs. NEW FORM (1997)

Minority Total | Minority Total

Race/Ethnicity Category OLD FORM NEW FORM

OLD FORM: Combined 1977 OMB Race/Ethnicity Categories

American Indian/Alaska Native

Asian/Pacific Islander

Black or African American

Hispanic, Not White
White
Unknown/Other

NEW FORM: Separate 1997 OMB Race/Ethnicity Categories

Part A: Total Enrollment Report

Ethnic Category

Hispanic or Latino'

Not Hispanic or Latino

Unknown (ethnicity not reported)

Ethnic Category Total of All Subjects*

Racial Categories

American Indian/Alaska Native

Asian

Black or African American

Hawaiian/Pacific Islander
White

More Than One Race °
Unknown/Other

Racial Categories: Total of All Subjects*

Part B: Hispanic Enrollment by Race

American Indian/Alaska Native

Asian

Black or African American

Hawaiian/Pacific Islander
White (Hispanic) °
More Than One Race
Unknown/Other (Hispanic) o

Racial Categories: Total of Hispanics or Latinos’

* The "Ethnic Category Total of All Subjects" must be equal to the "Racial Categories: Total of All Subjects."

t The "Hispanic or Latino"(Part A) must be equal to "Racial Categories: Total of Hispanics or Latinos"(Part B).
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Definitions

CLINICAL RESEARCH AS DEFINED BY THE
1997 REPORT OF THE NIH DIRECTOR’S
PANEL ON CLINICAL RESEARCH

Clinical research comprises three types of
studies: (1) patient-oriented research; (2)
epidemiologic and behavioral studies; and
(3) outcomes research and health services
research. Patient-oriented research refers to
research conducted with human subjects (or
on material of human origin, such as tissues,
specimens, and cognitive phenomena) for
which an investigator (or colleague) directly
interacts with human subjects. Excluded from
this definition are in vitro studies that utilize
human tissues that cannot be linked to a living
individual. Patient-oriented research includes:
(a) mechanisms of human disease, (b) thera-
peutic interventions, (c) clinical trials, and (d)
development of new technologies.

NIH-DEFINED PHASE III CLINICAL STUDY

For the purpose of these guidelines, an NIH-
defined “clinical trial” is a broadly-based
prospective Phase I1I clinical investigation,
usually involving several hundred or more
human subjects for the purpose of evaluating
an experimental intervention in comparison
with a standard or control intervention or
comparing two or more existing treatments.
Often the aim of such investigation is to
provide evidence leading to a scientific basis
for consideration of a change in health policy
or standard of care. The definition includes
pharmacologic, non-pharmacologic, and
behavioral interventions given for disease
prevention, prophylaxis, diagnosis, or therapy.
Community trials and other population-based
intervention trials are also included.

VALID ANALYSIS

The term “valid analysis” means an unbiased
assessment. Such an assessment will, on aver-
age, yield the correct estimate of the difference
in outcomes between two groups of subjects.
Valid analysis can and should be conducted
for both small and large studies. A valid analy-
sis does not need to have a high statistical
power for detecting a stated effect. The princi-
pal requirements for ensuring a valid analysis
of the question of interest are:

» allocation of study participants of both
sexes/genders (males and females) and
different racial/ethnic groups to the inter-
vention and control groups by an unbiased
process, such as randomization;

> unbiased evaluation of the outcome(s) of
study participants; and

> use of unbiased statistical analyses and
proper methods of inference to estimate
and compare the intervention effects among
the sex/gender and racial/ethnic groups.

SIGNIFICANT DIFFERENCE

For purposes of this policy, a “significant
difference” is a difference that is of clinical or
public health importance, based on substan-
tial scientific data. This definition differs from
the commonly used “statistically significant
difference,” which refers to the event that,

for a given set of data, the statistical test for a
difference between the effects in two groups
achieves statistical significance. Statistical
significance depends upon the amount of
information in the data set. With a very large
amount of information, one could find a statis-
tically significant but clinically small differ-
ence that is of very little clinical importance.
Conversely, with less information, one could
find a large difference of potential importance
that is not statistically significant.

DOMESTIC ORGANIZATION

A public (including a state or other govern-
mental agency) or private non-profit or for-
profit organization, which is located in the
U.S. or its territories, is subject to U.S. laws and
assumes legal and financial accountability for
awarded funds and for the performance of the
grant-supported activities.

FOREIGN INSTITUTION

An organization located in a country other
than the U.S. and its territories that is subject
to the laws of that country, regardless of the
citizenship of the proposed principal investiga-
tor (PI).



Summary Report of
NIH Inclusion Data

NIH Aggregate Population Data
Reported in FY 2005 and 2006

Data on inclusion are tabulated from human
subject populations in NIH-defined Phase III
clinical trials and other human subject research
studies. NIH clinical research studies are deter-
mined in accordance with the NIH definition
of clinical research (see definitions above) to
include, for example, non-intervention clinical
research, clinical trials, epidemiologic studies,
behavioral studies, and database studies.
Analysis of aggregate NIH data on inclusion
for FY 2005 and 2006 document that substan-
tial numbers of women and men, especially
non-minority men, and minorities have been
included as research subjects in NIH-defined
Phase I clinical trials and other human
subject research studies during these fiscal
years. Because the data included in the tables
are aggregate data from across the NIH, they
do provide documentation of tracking and
inclusion across the NIH and some degree of
analysis of the data. But caution should be
utilized to not over-interpret the figures that
are provided. The NIH Tracking and Inclusion
Committee has provided below conclusions
that can be reasonably drawn from the data.
Previous inclusion reports and aggregate
enrollment figures for women, men, and
minority groups for FY 1994 to the present
can be found on the ORWH Web site at
http://orwh.od.nih.gov/inclusion.html. For
this biennial report on women'’s health, the
data and their description presented in the
following come from Comprehensive Reports:
Tracking of Human Subjects Research as Reported
in Fiscal Year 2005 and Fiscal Year 2006 as well
as the comprehensive report for FY 2004 and
FY 2005."" Both reports are available online at
http://orwh.od.nih.gov/inclusion.html. Several
tables from the FY 2005 and 2006 report have
been included below to illustrate the type of
data collected and reported by the NIH on
inclusion of women and minorities. For this
biennial report, some tables may vary slightly
or be formatted slightly differently from those
presented in the comprehensive reports to

FISCAL YEARS 2005 & 2006

clarify reporting here. The reader is referred to
the original comprehensive reports for more
detailed tables and discussion of the data.

NIH Clinical Research: FY 2005 and 2006

In FY 2005, there were 14,798 extramural
and intramural clinical research protocols,
including Phase III and other clinical studies,
of which 10,233 protocols reported human
subject participation. Of these, 96.4 percent
were domestic protocols, and 3.6 percent
were foreign protocols. Approximately 15.7
million participants were enrolled in extra-
mural and intramural research protocols of
which 80.6 percent were domestic participants
and 19.4 percent were foreign participants.
Of the 15.7 million participants, 60.4 percent
were women, 37.8 percent were men, and 1.8
percent did not provide sex identification.
Further, 39.7 percent of the total participants
and 27.4 percent of the domestic-only partici-
pants were reported as minorities following
the OMB categories for race and ethnicity. (See
Table 10 and Table 6 of the FY 2005 and 2006
Comprehensive Report.)

Correspondingly, in FY 2006 there
were 15,320 extramural and intramural
clinical research protocols, including Phase
11T and other clinical studies, of which
10,758 protocols reported human subject
participation. Of these, 95.7 percent were
domestic protocols, and 4.3 percent were
foreign protocols. Approximately 14.8 million
participants were enrolled in extramural
and intramural research protocols of which
77.0 percent were domestic participants and
23.0 percent were foreign participants. Of
the 14.8 million participants, 63.9 percent
were women, 34.9 percent were men, and 1.3
percent did not provide sex identification.
Further, 43.1 percent of the total participants
and 28.9 percent of the domestic-only
participants were reported as minorities
following the OMB categories for race and
ethnicity. (See Table 5 below or Table 1 of the
FY 2005 and 2006 Comprehensive Report.)

Although the number of participants in all
extramural and intramural clinical research
decreased (15.7 million in FY 2005 and 14.8
million in FY 2006), there was no significant

1 Pinn, Vivian W., Roth, Carl, Bates, Angela C., Caban, Carlos E., and Jarema, Kim. Comprehensive Report: Tracking of
Human Subjects Research as Reported in Fiscal Year 2005 and Fiscal Year 2006. Department of Health and Human

Services/National Institutes of Health, April 2007.

! Pinn, Vivian W,, Roth, Carl, Bates, Angela C., Caban, Carlos E., and Jarema, Kim. Comprehensive Report: Tracking of 63
Human Subjects Research as Reported in Fiscal Year 2004 and Fiscal Year 2005. Department of Health and Human

Services/National Institutes of Health, 2006.
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change in the ratio of women and men (60.4
percent females and 37.8 percent males in FY
2005; 63.9 percent females and 34.9 percent
males in FY 2006). One large study involving
approximately 1.6 million participants that
ended in FY 2005 and, therefore, was not
included in the FY 2005 figures, accounted
for the net decreased number of participants
reported.

NIH-Defined Phase III Clinical
Research: FY 2005 and 2006

In FY 2005, there were 665 extramural and
intramural Phase III clinical research proto-
cols, of which 547 protocols reported human
subject participation. Of these, 94.5 percent
were domestic protocols, and 5.5 percent were
foreign protocols. Approximately 493,000
participants were enrolled in extramural and
intramural Phase III research protocols, of
which 88.8 percent were domestic participants
and 11.2 percent were foreign participants.

Of the 493,000 participants, 59 percent were
women, 40 percent were men, and 1 percent
did not provide sex identification. Further,
31.3 percent of the total participants and 25.1
percent of the domestic-only participants in
Phase III clinical research were reported as
minorities following the 1997 OMB categories
for race and ethnicity. (See Table 11 and Table
7 of the FY 2005 and 2006 Comprehensive
Report.)

According to the trend summaries in this
report, of the 210 extramural and intramural
Phase III research protocols that report
following the 1977 OMB standards, minority
representation was highest for Blacks (not
Hispanic) at 12.5 percent and lowest for

American Indian/Alaska Natives at 0.4 percent.

Hispanics represented approximately 6.9
percent, Asian/Pacific Islanders were 5.6
percent, and Whites (not Hispanic) 73.2
percent of the participants. The categories,
Hawaiian/Pacific Islander and More Than
One Race, were not designations with the
1977 OMB standards. (See Table 11 and Table
7 of the FY 2005 and 2006 Comprehensive
Report.)

Furthermore, in FY 2005, there were 337
extramural and intramural Phase III research
protocols reporting data following the current
1997 OMB standards for reporting by both
race and ethnicity. Accordingly, minority

representation by race was highest for Blacks at
28.5 percent and lowest for Hawaiian/Pacific
Islanders 0.3 percent. Asians represented 5.2
percent, American Indian/Alaska Natives

1.2 percent, and Whites 57.3 percent of
participants. Participants identifying as

More Than One Race were 1.7 percent of the
total number of participants. In addition,

5.8 percent did not identify a race category.
Of the 337 extramural and intramural

Phase I1I research protocols designating an
ethnicity in FY 2005, 88.6 percent of total
participants identified as “Not Hispanic,” 5.9
percent of the total participants identified

as “Hispanic or Latino,” and 5.5 percent

of the total participants did not identify an
ethnicity category. The racial distribution of
the “Hispanic or Latino” participants is also
provided separately. (See Table 11 and Table
7 of the FY 2005 and 2006 Comprehensive
Report.)

Correspondingly, in FY 2006 there
were 760 extramural and intramural Phase
III clinical research protocols, of which
624 protocols reported human subject
participation. Of these, 90.4 percent were
domestic protocols, and 9.6 percent were
foreign protocols. Approximately 499,430
participants were enrolled in extramural and
intramural Phase III research protocols, of
which 80.2 percent were domestic participants
and 19.8 percent were foreign participants.
Of the 499,430 participants, 62.9 percent
were women, 36.0 percent were men, and 1.1
percent did not provide sex identification.
Further, 33.5 percent of the total participants
and 20.7 percent of domestic-only participants
in Phase III clinical research were reported
as minorities following the OMB categories
for race and ethnicity. (See Table 7 or Table
3 of the FY 2005 and 2006 Comprehensive
Report.)

According to the trend summaries, of the
215 extramural and intramural Phase I1I
research protocols that report following the
1977 OMB standards in FY 2006, minority
representation was highest for Blacks (not
Hispanic) at 8.9 percent and lowest for
American Indian/Alaska Natives at 0.4 percent.
Hispanics represented approximately 4.1
percent, Asian/Pacific Islanders were 7.3
percent, and Whites (not Hispanic) 76.5
percent of the participants. The categories,



Hawaiian/Pacific Islander and More Than
One Race, were not designations with the
1977 OMB standards. (See Table 11 and Table
7 of the FY 2005 and 2006 Comprehensive
Report.)

Moreover, in FY 2006, there were 409
extramural and intramural Phase III research
protocols reporting data following the current
1997 OMB standards for reporting by both
race and ethnicity. Accordingly, minority
representation by race was highest for Blacks at
18.8 percent and lowest for Hawaiian/Pacific
Islanders 0.2 percent. Asians represented 12.0
percent, American Indian/Alaska Natives
1.7 percent, and Whites 47.0 percent of
participants. Participants identifying as More
Than One Race were 1.6 percent of the total
number of participants. In addition, 18.7
percent did not identify a race category. Of
the 409 extramural and intramural Phase III
research protocols designating an ethnicity
in FY 2006, 75.0 percent of total participants
identified as “Not Hispanic,” 11.5 percent of
the total participants identified as “Hispanic
or Latino,” and 13.5 percent of the total
participants did not identify an ethnicity
category. (See Table 11 and Table 7 of the FY
2005 and 2006 Comprehensive Report.)
Although the number of participants in Phase
[T extramural and intramural clinical research
slightly increased (493,000 in FY 2005 and
499,430 in FY 2006), there was no significant
change in the ratio of women and men (59.0
percent females and 40.0 percent males in
FY 2005; and 62.9 percent females and 36.0
percent males in FY 2006).

The following sections provide data on
extramural research and intramural research
separately.

Extramural Clinical Research
FY 2005 and 2006

In FY 2005, there were 13,003 extramural clini-
cal research protocols, including Phase III and
other clinical studies, of which 8,763 proto-
cols reported human subject participation.
Approximately 13.8 million participants were
enrolled in extramural research protocols, of
which 62.1 percent were women, 36.0 percent
were men, and 1.9 percent did not provide

sex identification.) (See Table 2 and Appendix

FISCAL YEARS 2005 & 2006

Table 3A of the FY 2004 and 2005 Compre-
hensive Report.)

Correspondingly, in FY 2006, there were
13,522 extramural clinical research protocols,
including Phase III and other clinical studies,
of which 9,235 protocols reported human
subject participation. Of these, 95.7 percent
were domestic protocols, and 4.3 percent
were foreign protocols. Approximately
13.02 million participants were enrolled in
extramural research protocols, of which 76.6
percent of the total enrollment is domestic
participants and 23.4 percent of the total
enrollment is foreign participants. Of the 13.02
million participants, 65 percent were women,
33.8 percent were men, and 1.2 percent did
not provide sex identification. Further, 45.9
percent of the total participants were reported
as minorities following the OMB categories
for race and ethnicity. (See Table 6 and Table
2 and Appendix Table 3A of the FY 2005 and
2006 Comprehensive Report.)

Although the number of participants in
all extramural clinical research decreased
(13.8 million in FY 2005 and 13.02 million
in FY 2006), there was no significant change
in the ratio of women to men (62 percent
females and 36 percent males in FY 2005 and
65 percent females and 34 percent males in
FY 2006). However, in FY 2006, when sex-
specific studies were excluded, the proportion
of women and men in all extramural clinical
research was proportional to the percentages
of the general population (52.4 percent
females and 45.8 percent males).

NIH-Defined Phase III Extramural
Clinical Research FY 2005 and 2006

In FY 2005, there were 621 extramural Phase
III clinical research protocols, of which 511
protocols reported human subject participa-
tion. Of these, 88.5 percent were domestic
protocols, and 4.9 percent were foreign proto-
cols. Approximately 465,956 participants
were enrolled in extramural Phase III research
protocols, of which 86 percent of total enroll-
ment is domestic participants and 8.6 percent
of total enrollment is foreign participants. Of
the 465,956 participants, 59.5 percent were
women, 39.5 percent were men, and 1 percent
did not provide sex identification. Further,
29.9 percent of the total participants in Phase
I1I clinical research were reported as minori-
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ties following the OMB categories for race and
ethnicity. (See Table 4 and Appendix Table
5A of the FY 2004 and 2005 Comprehensive
Report.)

In FY 2006, there were 707 extramural
Phase 111 clinical research protocols, of
which 580 protocols reported human subject
participation. Approximately 467,954
participants were enrolled in extramural Phase
I1I research protocols, of which 63.5 percent
were women, 35.4 percent were men, and 1
percent did not provide sex identification.

(See Table 8 and Table 4 and Appendix Table
5A in the FY 2005 and 2006 Comprehensive
Report.)

Correspondingly, in FY 2006, there were 382
extramural Phase III research protocols report-
ing data following the current 1997 OMB
standards for reporting race and ethnicity.
Minority representation by race was highest for
Blacks at 19.7 percent and lowest for Hawai-
ian/Pacific Islanders at 0.2 percent. Asians
represented 12.67 percent, American Indian/
Alaska Natives 1.8 percent, and Whites 46.32
percent of participants. Participants identifying
as More Than One Race were 1.5 percent of the
total number of participants. In addition, 17.8
percent did not identify a race category. Of

the 382 extramural Phase III research proto-
cols designating an ethnicity in FY 2006, 75.8
percent of total participants identified as “Not
Hispanic,” 11.14 percent of the total partici-
pants identified as “Hispanic or Latino,” and
13.1 percent of the total participants did not
identify an ethnicity category. (See Appendix
Table 5A of the FY 2005 and 2006 Compre-
hensive Report.)

In FY 2005, there were 319 extramural
Phase 111 research protocols reporting data
following the current 1997 OMB standards
for reporting race and ethnicity. Minority
representation by race was highest for Blacks at
30.0 percent and lowest for Hawaiian/Pacific
Islanders 0.28 percent. Asians represented
5.44 percent, American Indian/Alaska Natives
1.3 percent, and Whites 55.75 percent of
participants. Participants identifying as More
Than One Race were 1.56 percent of the
total number of participants. In addition,

5.66 percent did not identify a race category.
Of the 319 extramural Phase III research
protocols designating an ethnicity in FY 2005,
88.7 percent of total participants identified

as “Not Hispanic,” 5.98 percent of the total
participants identified as “Hispanic or Latino,”
and 5.32 percent of the total participants

did not identify an ethnicity category. (See
Appendix Table 5A of the FY 2004 and 2005
Comprehensive Report.)

Of the 192 extramural Phase I1I research
protocols that report following the 1977
OMB standards, minority representation was
highest for Blacks (not Hispanic) at 13.03
percent and lowest for American Indian/Alaska
Natives at 0.4 percent. Hispanics represented
approximately 7.23 percent, Asian/Pacific
Islanders 1.81 percent, and Whites (not
Hispanic) 76.1 percent of the participants. The
categories, Hawaiian/Pacific Islander and More
Than One Race, were not designations in the
1977 OMB standards. (See FY 2004 and 2005
Comprehensive Report.)

Although the number of participants in
Phase I1I extramural clinical research protocols
slightly increased, there was also some change
in the ratio of women to men (59.5 percent
female and 39.5 percent male in FY 2005 and
63.5 percent female and 35.4 percent male in
FY 2006).

Intramural Clinical Research
FY 2005 and 2006

Substantial numbers of women and minori-
ties were included in NIH intramural studies
in FY 2005 and 2006. In FY 2005, there were
1,795 intramural clinical research protocols,
including Phase I1I and other clinical studies,
of which 1,470 protocols reported human
subject participation. Of these, 13.7 percent
of the total protocols were domestic proto-
cols, and 0.7 percent of the total protocols
were foreign protocols. Approximately 1.94
million participants were enrolled in intramu-
ral research protocols, of which 10.4 percent
of the total enrollment is domestic participa-
tion and 1.9 percent of the total enrollment
is foreign participation. Of the 1.94 million
participants, 48.7 percent were women, 50.5
percent were men, and 0.79 percent did not
provide sex identification. (See FY 2004 and
2005 Comprehensive Report.)

In FY 2005, approximately 1.94 million
participants were reported in all intramural
research, including Phase III clinical trials and
other clinical studies. Of the 733 intramural



research protocols that report data following
the 1977 OMB standards, minority representa-
tion was highest for Asian/Pacific Islanders at
17.8 percent and lowest for American Indian/
Alaska Natives at 1.8 percent. Blacks (not
Hispanic) represented 7.5 percent, Hispan-

ics 4.7 percent, and Whites (not Hispanic)
60.9 percent of the intramural research study
population. The categories, Hawaiian/Pacific
Islander and More Than One Race, were not
designations in the 1977 OMB standards. (See
FY 2004 and 2005 Comprehensive Report.)

For the 737 intramural clinical research
studies that reported data following the
current 1997 OMB standards in FY 2005, the
largest racial minority group was Blacks at
4.74 percent, and the smallest racial minority
group was Hawaiian/Pacific Islanders at
0.19 percent. Asians represented 3.1 percent,
American Indian/Alaska Natives 0.42 percent,
and Whites 86.2 percent of participants in all
intramural clinical research. Approximately
1 percent of participants reported More Than
One Race as their racial category. In addition,
4.42 percent did not identify a race category.
Of the 737 intramural research protocols
following the current 1997 OMB standards
designating an ethnicity in FY 2005, 95.58
percent of total participants identified as
“Not Hispanic,” 2.10 percent of the total
participants identified as “Hispanic or Latino,”
and 2.32 percent of the total participants did
not identify an ethnicity category. (See FY 2004
and 2005 Comprehensive Report.)

Correspondingly, in FY 2006, there were
1,798 intramural clinical research protocols,
including Phase III and other clinical
studies, of which 1,523 protocols reported
human subject participation. Approximately
1.8 million participants were enrolled in
intramural research protocols, of which 55.4
percent were women, 43.0 percent were
men, and 1.6 percent did not provide sex
identification. (See Table 6 and Table 2 and
Appendix Table 7A of the FY 2005 and 2006
Comprehensive Report.)

In FY 2006, approximately 1.8 million
participants were reported in all intramural
research, including Phase III clinical trials
and other clinical studies. Of the 590
intramural research protocols that report
data following the 1977 OMB standards,
minority representation was highest for Asian/

FISCAL YEARS 2005 & 2006

Pacific Islanders at 19.9 percent and lowest
for American Indian/Alaska Natives at 3.3
percent. Blacks (not Hispanic) represented 7.2
percent, Hispanics 3.5 percent, and Whites
(not Hispanic) 62.0 percent of the intramural
research study population. The categories,
Hawaiian/Pacific Islander and More Than One
Race, were not designations in the 1977 OMB
standards. (See Appendix Table 7A in the FY
2005 and 2006 Comprehensive Report.)

For 933 intramural clinical research studies
that reported data following the current 1997
OMB standards in FY 2006, the largest racial
minority group was Asian at 8.6 percent,
and the smallest racial minority group was
Hawaiian/Pacific Islanders at 0.07 percent.
Blacks represented 5.0 percent, American
Indian/Alaska Natives 0.4 percent, and Whites
79.1 percent of participants in all intramural
clinical research. Approximately 0.8 percent of
participants reported More Than One Race as
their racial category. In addition, 6.0 percent
did not identify a race category. Of the 933
intramural research protocols following the
current 1997 OMB standards designating an
ethnicity in FY 2006, 91.3 percent of total
participants identified as “Not Hispanic,” 4.1
percent of the total participants identified as
“Hispanic or Latino,” and 4.6 percent of the
total participants did not identify an ethnicity
category. (See Table 11A and Table 7A of the
FY 2005 and 2006 Comprehensive Report.)

There was an increase in women from 48.7
percent to 55.4 percent and a corresponding
decrease in men from 50.5 percent to 43.0
percent. The number of participants in all
intramural clinical research decreased slightly
from 1.9 million to 1.8 million from FY 2005
to 2006.

NIH-Defined Phase III Intramural
Clinical Research FY 2005 and 2006

In FY 2005, there were 44 intramural Phase
111 clinical research protocols, of which 36
protocols reported human subject participa-
tion. Of these, 6 percent of the total protocols
are domestic protocols, and 0.5 percent of the
total protocols are foreign protocols. Approxi-
mately 27,044 participants were enrolled

in intramural Phase III research protocols,

of which 2.86 percent of total enrollment is
domestic participation and 2.6 percent of
total enrollment is foreign participation. Of
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the 27,044 participants, 50.5 percent were
women, 49.5 percent were men, and 0 percent
did not provide sex identification. Further,
54.5 percent of the total participants in Phase
III clinical research were reported as minori-
ties following the OMB categories for race

and ethnicity. (See Table 8 and Table 4 and
Appendix Table 9A of the FY 2004 and 2005
Comprehensive Report.)

Correspondingly, in FY 2006, there were 53
intramural Phase I1I clinical research protocols,
of which 44 protocols reported human subject
participation. Of these, 6.3 percent of the total
number of protocols are domestic, and 0.7
percent are foreign. Approximately 31,476
participants were enrolled in intramural Phase
111 research protocols, of which 54.0 percent
were women, 46.0 percent were men, and 0
percent did not provide sex identification.
Further, 54 percent of total participants in
Phase III clinical research protocols were
reported as minorities following the OMB
categories for race and ethnicity. (See Table 8
and Table 4 and Appendix Table 9A of the FY
2005 and 2006 Comprehensive Report.)

There was a small increase in women (50.5
percent to 54.0 percent) and corresponding
decrease in men (49.5 percent to 46.0
percent). The number of participants in Phase
[T intramural clinical research increased from
27,044 to 31,476.

Trend Report on NIH Aggregate
Population Data FY 1995-2006

The following section was a new addition to
the FY 2005 and 2006 Comprehensive Report.
In the FY 2005 and 2006 Comprehensive
Report, Tables 5 to 11 provide trend data on
the collection and reporting of human subject
participation in NIH-funded clinical research,
which includes Phase III clinical studies. Trend
data are also provided in foreign and domestic
participation. The report notes that trend data
varies over time because the data for each year
represent the net total of data resulting from:
(1) studies continuing from the prior year; (2)
the addition of new studies reported; (3) and
the subtraction of studies that are no longer
reported.

Table 5 in the FY 2005 and 2006 Compre-
hensive Report is a 12-year summary report
showing a steady increase in protocols and

enrollment data collected. The number of
protocols with enrollment increased from
3,188 in FY 1995 to 10,758 in FY 2006, a 3.4-
fold increase. Reported enrollment increased
from approximately 1.0 million in FY 1995 to
14.8 million in FY 2006, a 14.5-fold increase.
Minority enrollment increased from approxi-
mately 0.4 million in FY 2002 to 6.4 million
in FY 2006, a 17.1-fold increase in minority
representation in NIH clinical research. Over
the last five years, the total number of proto-
cols reported with enrollment data has leveled
off at about 10,000 protocols per year. (See
also Table 9.)

With the deployment of a new population
tracking system in 2002 and the requirement
to report data using a new format, the NIH was
able to report domestic and foreign data in a
better way. Thus, trend data are now available
for domestic and foreign protocols and partici-
pation beginning in FY 2002. Domestic enroll-
ment increased from 10.2 million in FY 2002
to 11.4 million in FY 2006, a 1.1-fold increase.
Foreign enrollment increased from 0.9 million
in FY 2002 to 3.4 million in FY 2006, a 3.6-
fold increase. Overall, the total enrollment has
increased with domestic participation averag-
ing between 75.9 percent to 91.5 percent and
foreign participation averaging between 8.5
and 24.1 percent. In FY 2006, domestic and
foreign enrollment was 77.0 percent and 23.0
percent respectively.

Table 6 in the FY 2005 and 2006 Compre-
hensive Report is a summary report of all
extramural and intramural clinical research by
sex/gender and minority representation follow-
ing the old and new data formats for domestic
and foreign studies. The report demonstrates
that female participation in all extramural
and intramural research generally averaged
between 51.7 percent and 63.9 percent; male
participation in all extramural and intramural
research averaged between 34.9 percent and
45.0 percent. Overall minority participation in
all extramural and intramural clinical research
averaged between 31 percent and 43 percent.
Table 6E of the FY 2005 and 2006 Comprehen-
sive Report provides a comparison of domestic
and foreign participation between FY 2002
and 2006. The vast majority of protocols are
domestic (approximately 94 to 96 percent) of
the total clinical research protocols. While the
number of foreign protocols has increased,



they incorporate only about 4 to 6 percent of
the total clinical research protocols with enroll-
ment. Table 6F of that report shows domestic
and foreign enrollment for the five-year period.
Domestic minority enrollment varied between
24.1 percent and 28.9 percent of total domestic
participation, while foreign minority enroll-
ment varied between 82.2 percent and 90.9
percent of total foreign participation. (See also
Table 10 below.)

In the FY 2005 and 2006 Comprehensive
Report, Table 7 (see Table 11) is a summary
report of NIH-funded Phase III extramural and
intramural clinical research by sex/gender and
minority representation following the old and
new data reporting formats for domestic and
foreign studies. The report demonstrates that
female participation in NIH-funded Phase I1I
extramural and intramural clinical research
generally averaged between 54.1 and 74.8
percent, and male participation in NIH-funded
Phase I1I extramural and intramural clini-
cal research averaged between 24.3 and 44.6
percent. Overall minority participation in NIH-
funded Phase III extramural and intramural
clinical research increased from 26.9 to 33.5
percent. Table 7E in that report (see Table 11E)
provides a comparison of domestic and foreign
participation between FY 2002 and 2006. The
vast majority of protocols are domestic (75.5
percent and 95.8 percent) of the total clinical
research protocols. Although the number of
foreign protocols has decreased, they incorpo-
rate only about 4.2 percent to 9.6 percent of the
total clinical research protocols with enrollment
in the last three years. Table 7F of the report (see
Table 11F) shows domestic and foreign enroll-
ment for the five-year period. Domestic minor-
ity enrollment varied between 20.7 and 25.4
percent of total domestic participation, while
foreign minority enrollment in NIH-funded
Phase I1I clinical research varied between 48.4
and 85.2 percent of total foreign participation.
Comparing both domestic and foreign Phase III
enrollment over the five-year period shows that
the small percentage of foreign protocols (9.6
percent) in FY 2006 accounts for a significant
proportion (19.8 percent) of the total enroll-
ment.

Tables 8 through 11 of the FY 2005 and
2006 Comprehensive Report provide summary
reports of domestic and foreign participation
for NIH-funded clinical research and NIH-
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funded Phase III clinical research. (See Tables
12 through 15.) For extramural and intramural
clinical research, domestic participants enrolled
in domestic protocols, female participation
averaged between 61.8 and 67.3 percent while
male participation averaged between 31.2 and
36.9 percent. (See Table 12 and Table 8 of the
FY 2005 and 2006 Comprehensive Report.)

For NIH-funded Phase III extramural and intra-
mural clinical research, domestic participants
enrolled in domestic protocols, female partici-
pation averaged between 54.8 and 64.6 percent
while male participation averaged between 34.4
and 44.8 percent. (See Table 13 and Table 9 of
the FY 2005 and 2006 Comprehensive Report.)
For all extramural and intramural clinical
research, foreign participants enrolled in foreign
protocols, female participation varied from 39.2
to 58.5 percent while male participation varied
from 40.1 to 60.4 percent. (See Table 10 of the
report.) For NIH-funded Phase III extramural
and intramural clinical research, foreign partici-
pants enrolled in foreign protocols, female
participation varied from 47.4 to 56.7 percent
while male participation varied from 42.0 to
52.5 percent. (See Table 15 and Table 11 of the
FY 2005 and 2006 Comprehensive Report.)

Conclusion and Current Status

NIH staff continues to monitor, document,

and work with grantees and contractors to
ensure compliance with the inclusion policy.
Program officials provide technical assistance
to investigators as they develop their applica-
tions and proposals throughout the application
process. Review officials introduce and discuss
with reviewers the guidelines and instructions
for reviewing the applications’” information on
inclusion of women and minorities in clinical
research as well as the instructions and require-
ments for designing Phase 111 clinical trials so
that valid analyses can be conducted for sex/
gender and ethnic/racial differences. At the time
of award and submission of progress reports,
program officials monitor and verify that inclu-
sion policy requirements are met. When new
and competing continuation applications that
are selected for payment are deficient in meet-
ing policy requirements, grants management
staff and program officials are required to with-
hold funding until the principal investigator has
satisfactorily addressed the policy requirements.
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TABLE 5. Summary of NIH Clinical Research Reported in FY 2006: Total Number of Protocols
and Enrollment by Sex and Domestic vs. Foreign Protocols

5A. PROTOCOLS REPORTED ALSLTEIL)IEISEAL DOMESTIC % FOREIGN | %
Protocols with Enrollment 10,758 10,294 95.7% 464 4.3%
% 70.2% 70.3% 69.3%
Protocols with Zero Enrollment' 4,562 4356 | 95.5% 206 | 4.5%
% 29.8% 29.7% 30.7%
Total Number Protocols 15,320 14,650 95.6% 670 4.4%
% 100.0% 100.0% 100.0%

* Clinical research studies include non-intervention clinical research, clinical trials, epidemiologic studies, behavioral studies,
database studies, etc., based on the NIH definition of clinical research. All Clinical Studies include NIH-defined Phase III

clinical trials.

1 Enrollment data have not yet been submitted.

See comments below.

5B. ENROLLMENT REPORTED ALETCUL[I)T;:AL DOMESTIC % FOREIGN %
Females Enrolled 9,473,273 7,684,453 81.1% | 1,788,820 | 18.9%
% 63.9% 67.3% 52.5%
Males Enrolled 5,172,205 3,566,577 69.0% | 1,605,628 | 31.0%
% 34.9% 31.2% 47.2%
Sex of Subject Unknown 185,452 174,671 94.2% 10,781 5.8%
% 1.3% 1.5% 0.3%
Total Subjects Enrolled 14,830,930 11,425,701 77.0% | 3,405,229 | 23.0%
% 100.0% 100.0% 100.0%
See comments below.
SCMINORITY ENROUMENT | AILCUNICAL | pouene | o | Foson | %
Minority Total* 6,388,316 3,301,135 51.7% | 3,087,181 | 48.3%
% Minority Enrollment 43.1% 28.9% 90.7%

} See Appendix H of the FY 2005-2006 Comprehensive Report for the Race and Ethnicity categories included in Minority
Enrollment data from the 1977 and 1997 U.S. OMB race/ethnicity categories. Foreign enrollment was reported using the U.S.

race and ethnicity categories.
See comments below.

NOTE: Percentages are reported with one decimal point; due to rounding, adding percentages may not equal 100%.

Comments on Table 5A: Protocols Reported

1.The total number of protocols reported in the NIH database in FY 2006 was 15,320; of these 10,758 (70.2%) reported subject enrollment.

2. Subsequent tables reporting Enrollment Reported are based on the 10,758 protocols reporting subject enrollment or a defined subset.

3. Protocols with zero enrollment (data not yet submitted) are not included in subsequent tables reporting Enrollment Reported.

4. Domestic protocols made up the vast majority of protocols (14,650 or 95.6%). Of these, 10,294 (70.3%) reported domestic subject enrollment.
5. Clinical research involving both domestic and foreign sites is reported as separate Domestic and Foreign protocols in subsequent tables.

Comments on Table 5B: Enrollment Reported

1. The total Enrollment Reported in the NIH database in FY 2006 was 14,830,930 subjects in 10,758 protocols with enrollment.

2. Females made up 63.9% (9.5 million) of the total subjects enrolled while males made up 31.2% (5.2 million) with 1.3% unknown.

3. The total Domestic Enrollment reported was 11,425,701 (77%).

4. Females made up 67.3% (7.7 million) of the domestic subjects enrolled while males made up 31.2% (3.56 million) with 1.5% (0.17 million)
unknown.
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Comments on Table 5C: Minority Enrollment Reported

1. Minorities made up 43.1% (6.4 million) of the total subjects enrolled.

2. Minorities made up 28.9% (3.3 million) of the Domestic enrollment.

3. The Total Minority Enrollment was made up of 51.7% Domestic and 48.3% Foreign enrollment. The small percentage of foreign protocols
(4.0%) accounts for a significant proportion (48.3%) of the total minority enrollment.

Table 6. Overview of NIH Extramural and Intramural Clinical Research Reported in FY 2006:
Number of Sex-Specific Protocols and Domestic vs. Foreign Protocols

6A. PROTOCOLS ALL CLINICAL | DOMESTIC |, DoMestic | " FOREIGN | FOREIGN
REPORTED STUDIES  |EXTRAMURAL| ~° |INTRAMURAL| _ |EXTRAMURAL| '° | INTRAMURAL
Number protocols
reporting females 1,338 1,162 | 86.8 1241 93 46 | 3.4 6
only
% 8.7% 9.0% 73% 8.1% 6.1%
Number protocols
reporting males 581 468 | 80.6 93 | 16.0 17 | 2.9 3
only
% 3.8% 3.6% 5.5% 3.0% 3.0%
Number
protocols with
both males 8,839 7,221 | 81.7 1,226 | 13.9 321 | 3.6 71
and females
reporting*
% 57.7% 55.8% 72.2% 56.2% 71.7%
Total
Protocols with 10,758 8,851 | 82.3 1,443 | 13.4 384 | 3.6 80
Enrollment
% 70.2% 68.0% 84.9% 67.3% 80.8%
Number
protocols with zero 4,562 4,100 | 89.9 256 | 5.6 187 | 4.1 19
enrollment’
% 29.8% 31.7% 15.1% 32.7% 19.2%
Total Protocols 15,320 12,951 | 84.5 1,699 | 11.1 571 | 3.7 99
100.0% 100.0% 100.0% 100.0% 100.0%

* Number of protocols with both males and females reporting excludes sex-specific protocols.
+ Enrollment data have not yet been submitted.

Comments on Table 6A, Total Number of Protocols with Enrollment Reported
. Female only protocols: There were 1,338 protocols reporting females only, representing 12.4% (1,338/10,758) of protocols with enrollment.
90% were Extramural projects (1,162 + 46); 10% were NIH Intramural projects (124 + 6). 96% were Domestic protocols (1,162 + 124); 4% were
Foreign protocols (40 + 6).
2. Male only protocols: There were 581 protocols reporting males only, representing 5% (558/10,758) of protocols with enrollment. 83%
were Extramural projects (468 + 17); 17% were NIH Intramural projects (93 + 3). 97% were Domestic protocols (468 + 93); 3% were Foreign
protocols (17 + 3).
3. Protocols reporting both females and males (excluding sex-specific protocols): There were 8,839 protocols reporting both female and male
participants, representing 82% (8,839/10,758) of the total number of protocols. 85% were Extramural projects (7,221 +321); 15% were NIH
Intramural projects (1,225 + 71).

—
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ALL
6B. ENROLLMENT DOMESTIC | 0 FOREIGN | , 0
REPORTED CLINICAL | oo tipar| 70 | INTRAMURAL | % | b o | % | INTRAMURAL| %
STUDIES
In protocols
reporting females | 4,120,055| 3,678,382 | 89.3 202,024 | 49 115,369 | 2.8 124,280 | 3.0
only
% 27.8% 36.9% 13.9% 3.8% 35.0%
In protocols
reporting males 336,717 274,774 | 81.6 3,294 | 1.0 32,552 | 9.7 26,097 | 7.8
only
% 2.3% 2.8% 0.2% 1.1% 7.3%
In protocols
excluding
male-only and | 10,374,158| 6,018,281 | 58.0 1,248,946 | 12.0] 2,902,088 | 28.0 204,843 | 2.0
female-only
protocols
% 69.9% 60.4% 85.9% 95.2% 57.7%
Total Enrollment | 14,830,930| 9,971,437 | 67.2| 1,454,264 | 9.8| 3,050,009 | 20.6| 355,220 | 2.4
% 100.0% 100.0% 100.0% 100.0% 100.0%
See comments below.
6C. MINORITY
ALL CLINICAL| DOMESTIC | o FOREIGN o o
IE{NROLLMEI;IT STUDIES | EXTRAMURAL | 7 | INTRAMURAL | % | oo oo | % |[INTRAMURAL| %
EPORTED
Minority Totals| ¢ 300 3161 3102,731/ 48.6| 198,404 3.1| 2,878,826| 45.1| 208,355 33
for All Studies
o g
o Minority| 5 14, 31.1% 13.6% 94.49% 58.7%
Enrollment

* See Appendix H of the FY 2005 and 2006 Comprehensive Report for the Race and Ethnicity categories included in Minority
Enrollment Data from the 1977 and 1997 U.S. OMB race/ethnicity categories. Foreign enrollment was reported using the U.S.
race and ethnicity categories.

Comments on Table 6B: Total Enrollment Reported

1. In female only protocols: There were approximately 4.1 million females, representing 28% of total enrollment. 92.1% were in Extramural
projects; 7.9% were in NIH Intramural projects. 94.2% were in Domestic protocols; 5.8% were in Foreign protocols.

2. In male only protocols: There were approximately 336, 717 males, representing 2.3% of total enrollment. 91.3% were in Extramural projects;
18.8% were in NIH Intramural projects. 82.6% were in Domestic protocols; 17.4% were in Foreign protocols.

3. In protocols reporting both females and males (excluding sex-specific studies): There were approximately 10,374 subjects, representing 70%
of total enrollment. 86% were in Extramural projects; 14% were in NIH Intramural projects. 70% were in Domestic protocols; 30% were in
Foreign protocols. 96% were in Domestic protocols (7,221 + 1,226); 4% were in Foreign protocols (321 + 71).

Comments on Table 6C: Minority Enrollment Reported

1. Total minority enrollment was 43.1% of total enrollment (14.8 million). Total minority enrollment for Domestic protocols was 28.9%
(3,301,135/11,425,701). Total Domestic minority enrollment was 51.7% (3,301,135/6,388,316). Total Foreign minority enrollment was 48.3%
(3,087,181/6,388,316). Total Extramural projects minority enrollment was 40.33% (5,981,557/14,830,930). Total Intramural project minority
enrollment was 2.74% (406,759/14,830,930).
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TABLE 7. Summary of NIH Phase III Clinical Research Reported in FY 2006:
Total Number of Protocols and Enrollment by Sex and Domestic vs. Foreign Protocols

7A. PROTOCOLS REPORTED CS;ECI;T}S:[?LIS* DOMESTIC % FOREIGN %
Protocols with Enrollment 624 564 90.4% 60 9.6%
% 82.1% 82.0% 83.3%
Protocols with Zero Enrollment’ 136 124 91.2% 12 8.8%
% 17.9% 18.0% 16.7%
Total Number Protocols 760 688 90.5% 72 9.5%
% 100.0% 100.0% 100.0%

*

An NIH-defined Phase I clinical trial is a broadly-based prospective Phase III clinical investigation, usually involving several
hundred or more human subjects for the purpose of evaluating an experimental intervention in comparison with a standard or
controlled intervention or comparing two or more existing treatments. Often the aim of such investigation is to provide evidence
leading to a scientific basis for consideration of a change in health policy or standard of care.

t Enrollment data have not yet been submitted.

See comments below.

7B. ENROLLMENT REPORTED gg;?é;#};igl* DOMESTIC % FOREIGN %
Females Enrolled 314,066 258,467 82.3% 55,599 17.7%
% 62.9% 64.6% 56.1%
Males Enrolled 179,975 137,621 76.5% 42,345 | 23.5%
% 36.0% 34.4% 42.7%
Sex of Subject Unknown 5,389 4,209 78.1% 1,180 0.0%
% 1.1% 1.1% 1.2%
Total Subjects Enrolled 499,430 400,297 80.2% 99,133 | 19.8%
% 100.0% 100.0% 100.0%

* See definition of NIH-defined Phase III clinical trials in * footnote to Table 7A above.
See comments below.

NOTE: Percentages are reported with one decimal point. Due to rounding, adding percentages may not equal 100%.

Comments on Table 7A: Total Number of Protocols

1. The total number of NIH-defined Phase I clinical protocols reported in the NIH database in FY 2006 was 760; of these, 624 (82.1%) reported
subject enrollment.

2. Subsequent Tables reporting Enrollment Reported are based on the 624 protocols reporting subject enrollment or a defined subset.

3. Protocols with zero enrollment (data not yet submitted) are not included in subsequent tables reporting Enrollment Reported.

4. Domestic protocols made up the vast majority of protocols (688, 90.5%); of these, 564 (82%) reported Domestic subject enrollment.

5. Clinical research involving both Domestic and Foreign sites are reported as separate Domestic and Foreign protocols in subsequent tables.

Comments on Table 7B: Total Enrollment Reported

1. The total Enrollment Reported in NIH-defined Phase III protocols in the NIH database in FY 2006 was 499,430 subjects in 624 protocols.
2. Females made up 62.9% (314,068) of the total subjects enrolled while males made up 36.0% (179,975) with 1.1% (5,389) unknown.

3. Minorities made up 33.5% (167,446) of the total subjects enrolled.

4. The total Domestic enrollment reported was 400,297 (80.2%).

5. Females made up 64.6% (258,467) of the Domestic subjects enrolled while males made up 34.4% (137,621) with 1.1% (4,209) unknown.
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Table 8.

7C. MINORITY ENROLLMENT TOTAL PHASE III
REPORTED CLINICAL TRIALS* DOMESTIC % FOREIGN %
Minority Total for All Phase 11
Studies 167,446 83,034 49.6% 84,412 | 50.4%
% 33.5% 20.7% 85.2%

* See definition of NIH-defined Phase III clinical trials in * footnote to Table 7A above.

t See Appendix H of the FY 2005 and 2006 Comprehensive Report for the Race and Ethnicity categories included in Minority
Enrollment Data from the 1977 and 1997 U.S. OMB race/ethnicity categories. Foreign enrollment was reported using the U.S.
race and ethnicity categories.

Comments on Table 7C: Minority Enrollment Reported

1. Minorities made up 33.5% of total subjects enrolled.

2. Minorities made up 20.7% (83,034) of the Domestic enrollment (400,297).

3. The Total Minority Enrollment was made up of 49.6% Domestic and 50.4% Foreign enrollment.

Overview of NIH Phase I11 Extramural and Intramural Clinical Research

Reported in FY 2006: Number of Sex-Specific Protocols and Enrollment and
Domestic vs. Foreign Protocols

ALL
8A. PROTOCOLS PHASEIII | DOMESTIC % DOMESTIC % FOREIGN o FOREIGN %
REPORTED CLINICAL | EXTRAMURAL | "° | INTRAMURAL | ' | EXTRAMURAL | ' |INTRAMURAL|
TRAILS*
Protocols reporting 118 101 | 85.6 2017 14| 11.9 1 08
females only
% 15.5% 15.8% 4.2% 20.9% 20.0%
Protocols reporting 47 39 | 83.0 485 4| 85 0 0.0
males only
% 6.2% 6.1% 8.3% 6.0% 0.0%
Protocols with
both males and 459 384 | 83.7 34|74 38| 8.3 310.07
females reporting’
% 60.4% 60.0% 70.8% 56.7% 60.0%
Total Protocols 624 524 | 84.0 40 | 6.4 56 | 9.0 4] 06
with Enrollment
% 82.1% 82.0% 83.3% 83.6% 80.0%
Phase III
Protocols with 136 116 | 85.3 8159 11| 8.1 11 0.0
Zero Enrollment
% 17.9% 18.1% 16.7% 16.4% 20.0%
Total Phase LIl 760 640 | 84.2 48 1 6.3 67 | 8.8 5/ 07
Protocols
% 100.0% 100.0% 100.0% 100.0% 100.0%

* An NIH-defined Phase III clinical trial is a broadly-based prospective Phase III clinical investigation, usually involving several
hundred or more human subjects for the purpose of evaluating an experimental intervention in comparison with a standard or
controlled intervention or comparing two or more existing treatments. Often the aim of such investigation is to provide evidence
leading to a scientific basis for consideration of a change in health policy or standard of care.

t These exclude sex-specific protocols.

# Enrollment data have not yet been submitted.
See comments on the following page.
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Comments on Table 8A: Total Number of Phase III Protocols with Enrollment

. Female only: There were 118 protocols reporting females only, representing 19% (118/624) of protocols with enrollment and 15.5% of the total
number of protocols. 97% were Extramural projects (115); 3% were NIH Intramural projects (3). 87% were Domestic protocols (103); 13%
were Foreign protocols (15).

2. Male only: There were 47 protocols reporting males only, representing 8% (47/624) of protocols with enrollment and 6.2% of the total number
of protocols. 91% were Extramural projects (43); 9% were NIH Intramural projects (4). 91% were Domestic protocols (43); 9% were Foreign
protocols (41).

3. Protocols reporting both females and males (excluding sex-specific protocols): There were 459 protocols reporting both males and females,
representing 60.4% of the total number of protocols. 92.0% were Extramural projects (422); 8.0% were NIH Intramural projects (37). 91%
were Domestic protocols (418); 9.0% were Foreign protocols (41).

—_

ALL
8B. ENROLIMENT | PHASEIl | DOMESTIC | , | DOMESTIC | , | FOREIGN | o | FOREIGN | o
REPORTED CLINICAL | EXTRAMURAL | ° |INTRAMURAL| '° | EXTRAMURAL| '° | INTRAMURAL| "
TRIALS
Protocols
reporting 167,624 148,185 | 88.4 41 0.0 17,195 | 10.3 2,240 1.3
females only
% 33.6% 38.4% 0.0% 21.0% 13.0%
Protocols
reporting 27,723 23,312 | 84.1 177 | 0.6 4,234 | 15.3 0| 0.0
males only
% 5.6% 6.0% 1.2% 5.2% 0.0%

Protocols with
both males and 304,083 214,619 | 70.6 14,000 | 4.6 60,409 | 19.9 15,055 | 5.0
females reporting*

% 60.9% 55.6% 98.7% 73.8% 87.0%
Total Subjects | g9 43 386,116 | 77.3 14,181 | 2.8 81,838 | 16.4 17,295 | 3.5
Enrolled
% 100.0% 100.0% 100.0% 100.0%

* Excludes female-only and male-only enrollment protocols.
Comments on Table 8B: Total Enrollment Reported

1. Female only protocols: There were approximately 167,624 females, representing 33.6% of the total enrollment. 98.7% (165,380) were in
Extramural projects; 1.3% (2,244) were in NIH Intramural projects. 88.4% (148,189) were in Domestic protocols; 11.7% (19,435) were in
Foreign protocols.

2. Male only protocols: There were approximately 27,723 males, representing 5.6% of total enrollment. 99.4% (27,546) were in Extramural
projects; 0.6% (177) were in NIH Intramural projects. 84.7% (23,489) were in Domestic protocols; 15.3% (4,234) were in Foreign protocols.

3. Both female and male protocols (excluding sex-specific protocols): There were approximately 304,083 subjects, representing 60.9% of total
enrollment. 90.5% (275,028) were in Extramural projects; 9.5% (29,055) were in NIH Intramural projects. 75.2% (228,619) were in Domestic
protocols; 24.8% (75,464) were in Foreign protocols.
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8C. MINORITY ALL
"ENRoLiMeny | PHASEIL | DOMESTIC | o | DOMESTIC | FOREIGN | , | FOREIGN |
Re A CLINICAL | EXTRAMURAL | '° |INTRAMURAL| '° |EXTRAMURAL| ' |INTRAMURAL|
PORTED
TRIALS
Minority Total for 167,446 80,622 | 48.1 2,412 | 14 69,820 | 41.7 14,592 | 8.7
all Phase III Trials
% 33.5% 20.9% 17.0% 85.3% 84.4%
% 100.0% 100.0% 100.0% 100.0% 100.0%

* See Appendix H of the FY 2005 and 2006 Comprehensive Report for the Race and Ethnicity categories included in Minority
Enrollment data from the 1977 and 1997 U.S. OMB race/ethnicity categories. Foreign enrollment was reported using the U.S.
race and ethnicity categories.

See comments below.

Comments on Table 8C: Minority Enrollment Reported

1. Total minority enrollment was 33.5% (167,446) of total enrollment (499,430). Total minority enrollment in Extramural protocols (150,442)
was 30.1% of total enrollment (499,430) and 89.9% of total minority enrollment (167,446). Total minority enrollment in Intramural projects
(17,004) was 3.4% of total enrollment (499,430) and 10.15% of total minority enrollment (167,446).

2. Total minority enrollment in Domestic protocols (83,034) was 20.7% of total Domestic enrollment (400,297) and 49.6% of total minority
enrollment (167,446).

3. Total minority enrollment in Foreign protocols (84,412) was 85.15% of total Foreign enrollment (99,133) and 50.4% of total minority
enrollment (167,446).

TABLE 9: NIH Twelve Year Trends for Protocol and Enrollment Data: 1995-2006

TABLE 9A: TWELVE YEAR INCREASES IN PROTOCOLS AND ENROLLMENT DATA

FY REPORTED 1995 2006 Ruae /II“;CS‘;EASE
Total Protocols with Enrollment 3,188 10,758 3.4
Total Enrollment 1,021,493 14,830,930 14.5
Total Minority Enrollment 374,433 6,388,316 17.1
% Minority 36.7% 43.1% 1.2
FY Reported 2002 2006 Relatig%:;é?%’g;
Total Domestic Enrollment 10,192,401 11,425,701 1.1
Total Foreign Enrollment 946,083 3,405,229 3.6

See Note and Comments on following page.
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TABLE 9B: TWELVE YEAR SUMMARY OF TOTAL NUMBER OF PROTOCOLS REPORTED: FY 1995-2006

0,

FYRerortio | Y Ruomp | NProtocorst | p SISES | SRS tocors | Fos
1995 1994 3,188 OLD
1996 1995 6,036 OLD
1997 1996 5,692 OLD
1998 1997 7,602 OLD
1999 1998 8,285 OLD
2000 1999 9,390 OLD
2001 2000 10,212 OLD
2002 2001 8,945 8,463 482 94.6% | OLD +NEW
2003 2002 10,216 9,578 638 93.8% | OLD +NEW
2004 2003 10,125 9,760 365 96.4% | OLD +NEW
2005 2004 10,233 9,862 371 96.4% | OLD +NEW
2006 2005 10,758 10,294 464 95.7% | OLD + NEW

* Number of protocols with enrollment data (OLD + NEW Forms).

t Includes only protocols with enrollment data.

+ Data have been reported using a combined race/ethnicity format (OLD form) since 1995. New protocols began reporting
separate race and ethnicity data in FY 2002 (NEW form). During 2002-2006, data have been reported using both OLD
and NEW forms.

See Note and Comments below.

GRAPH 9B: TOTAL PROTOCOLS BY YEAR REPORTED: OLD FORM AND OLD + NEW FORMS
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TABLE 9C: COMPARISON OF DOMESTIC AND FOREIGN ENROLLMENT REPORTED IN FY 2002-2006

TOTAL TOTAL
FY FY FUNDED TOTAL DOMESTIC % DOMESTIC FOREIGN % FOREIGN
REPORTED ENROLLMENT* ENROLLMENT ENROLLMENT
ENROLLMENT ENROLLMENT
2002 2001 11,138,484 10,192,401 91.5% 946,083 8.5%
2003 2002 14,772,254 11,911,357 80.6% 2,860,897 19.4%
2004 2003 18,923,920 14,359,793 75.9% 4,564,127 24.1%
2005 2004 15,722,752 12,669,858 80.6% 3,052,894 19.4%
2006 2005 14,830,930 11,425,701 77.0% 3,405,229 23.0%
* Total enrollment data is based on OLD and NEW forms.
See Note and Comments below.
GRAPH 9C: PERCENT COMPARISON OF DOMESTIC AND FOREIGN ENROLLMENT
100
80 ¢ =~ —~— e J
—e— Percent DOMESTIC
60
Enroliment
40 —=— Percent FOREIGN
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NOTE: Trend data varies over time because the data for each year represent the net total of data resulting from: (1) studies continuing
from the prior year; (2) the addition of new studies reported; and (3) the subtraction of studies that are no longer reported.

Comments on Table 9A: Twelve Year Increases in Protocols and Enrollment Data

1. There was a 3.4 fold increase in protocols with enrollment reported from 1995 to 2006 from 3,188 protocols to 10,758 protocols.

2. There was a 14.5 fold increase in enrollment reported from 1995 to 2006 from approximately 1 million to 15 million.

3. There was a 17.1 fold increase in minority enrollment from 1995 to 2006 from approximately 0.4 million to 6.4 million.

4. Domestic and Foreign data were reported for FY 2002-2006 and showed a 1.1 fold increase in Domestic enrollment (from 10.2 million to 11.4
million) and a 3.6 fold increase in Foreign enrollment (from 0.95 million to 3.4 million).

5. See Table 10 for 12 year enrollment totals for 1995-2006.

Comments on Table 9B: Twelve Year Summary of Total Number of Protocols Reported: FY 1995-2006

1. Table 9B and Graph 9B provide the number of OLD and NEW protocols year by year (1995-2006) and the distribution between Domestic and
Foreign protocols for years 2002-2006.

2. The total number of protocols reported with enrollment has leveled off at about 15,000 over the last 4 years.

3. The vast majority of protocols were for domestic studies for 2002-2006, ranging from 93.8% to 96.4% of protocols.

Comments on Table 9C: Comparison of Domestic and Foreign Enrollment in FY 2002-2006

1. Overall total enrollment has increased as well as total Domestic and Foreign enrollment during the last 5 years. The percentage of Domestic
enrollment has decreased to approximately 79% as the Foreign enrollment has increased to approximately 21%.
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Table 10. NIH Twelve Year Minority Trend Summary of NIH Extramural and Intramural Clinical
Research Reported in FY 1995-2006: Enrollment by Race and Ethnicity

TABLE 10A: TWELVE YEAR SUMMARY TOTALS: ENROLLMENT BY SEX/ GENDER AND MINORITY CATEGORIES IN ALL
ProTOCOLS (OLD AND NEW FORMS)

FY REPORTED FuggED FORM | FEMALES MALES | UNKNOWN SuTB(J)ggTLs* ﬁ?ﬁgﬁ;ﬁ PROT(I;ICOLS*
1995 1994, OLD 528,421 459,921 33,151 1,021,493 374,433 3,188
% 51.7 45.0 3.2 100.0 36.7
1996 1995/ OLD| 4,130,385| 2,583,865 91,054, 6,805,304| 2,125,958 6,036
% 60.7 38.0 13 100.0 31.2
1997 1996| OLD| 3,320,610| 1,930,783 65,540 5,316,933| 1,709,223 5,692
% 62.5 36.3 1.2 100.0 322
1998 1997 OLD| 4,246,130| 2,716,880 115,566| 7,078,576 2,923,662 7,602
% 60.0 38.4 1.6 100.0 41.3
1999 1998, OLD| 5,102,306| 2,712,068 169,863 7,984,237| 3,108,228 8,285
% 63.9 34.0 2.1 100.0 38.9
2000 1999 OLD| 5,585,042| 3,919,065 64,990 9,569,097| 3,406,297 9,390
% 58.4 41.0 0.7 100.0 35.6
2001 2000 OLD| 6,808,822| 4,740,887 44,547| 11,594,256 3,619,119 10,212
% 58.7 40.9 0.4 100.0 31.1
2002 2001 OIEEV; 7,155,549| 3,904,560 78,375| 11,138,484| 3,666,880 8,945
% 64.2 35.1 0.7 100.0 329
2003 2002 O;IJEDV; 8,514,481| 06,121,496 136,277| 14,772,254 5,387,692 10,216
% 57.6 41.4 0.9 100.0 36.5
2004 2003 OIEIJEDV; 10,889,097| 7,741,892 292,931| 18,923,920 7,611,611 10,125
% 57.5 40.9 1.5 100.0 40.2
2005 2004 OILJEDV; 9,503,922| 5,941,907 276,923 15,722,752 6,245,436 10,233
% 60.4 37.8 1.8 100.0 39.7
20006 2005 O;EDV; 9,473,273| 5,172,205 185,452| 14,830,930 6,388,316 10,758
% 63.9 34.9 1.25 100.0 43.1

* Includes OLD and NEW forms.

tThese data are a subtotal of all subjects enrolled by U.S. minority categories.

+ The number of protocols is calculated from those with enrollment data (OLD and NEW forms).
See Note and Comments Below

Comments on Table 10A:

1. Table 10A summarizes enrollment by sex/gender and minority race/ethnicity categories for the twelve year reporting period (1995-2006). The
data are compiled from Tables 10B, 10C, and 10D, which provide the detailed distributions by sex/gender and race/ethnicity using the OLD
enrollment form (Table 10B) and the NEW enrollment form (Table 10C and 10D).

2. The Race and Ethnicity data in the OLD Form and the NEW Form cannot be combined by individual race and ethnicity categories because the
categories reflect the different OMB formats used based on the 1977 OMB standards (OLD Form) and the 1997 OMB standards (NEW Form).
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GRAPHS 10A(1): PERCENTAGE OF TOTAL MINORITY ENROLLMENT BY YEAR REPORTED
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TABLE 10B: OLD FORM: TOTAL OF ALL SUBJECTS REPORTED USING THE 1977 OMB STANDARDS IN A COMBINED

FISCAL YEARS 2005 & 2006

RACE/ETHNICITY FORMAT
AMERICAN ASIAN/ BLACK OR
o | oy paanc | Amaw | R | wane | (EOTE o SUBIOTAL | ot
1995/1994 11,221 38,952 234,976 89,284 540,313 106,747 1,621,493 374,433 3,188
% 1.1 3.8 23.0 8.7 52.9 10.5 100.0 36.7
1996/1995 146,319 617,211 823,102 539,326| 4,114,249 565,097 6,805,304| 2,125,958 6,036
% 2.2 9.1 12.1 79 60.5 8.3 100.0 31.2
1997/1996 36,638 321,479 864,102 487,004| 3,199,778 407,932\ 5,316,933| 1,709,223 5,692
% 0.7 6.0 16.3 9.2 60.2 77 100.0 32.1
1998/1997 85,957 1,237,030 1,096,218 504,457 3,713,759 441,155 7,078,576| 2,923,662 7,602
% 1.2 17.5 15.5 71 52,5 6.2 100.0 41.3
1999/1998 71,436| 1,429,022 1,081,210 526,560 4,470,966 405,043| 7,984,237| 3,108,228 8,285
% 0.9 17.9 135 6.6 56.0 5.1 100.0 38.9
2000/1999 82,728| 1,525,392 1,209,769 588,408| 5,588,942 573,858| 9,569,097| 3,406,297 9,390
% 0.9 15.9 12.6 6.1 58.4 6.0 100.0 35.6
2001/2000 105,067| 1,495,279 1,199,625 819,148 7,314,449 660,688| 11,594,256| 3,619,119 10,212
% 0.9 12.9 10.3 7.1 63.1 5.7 100.0 31.2
2002/2001 45,843| 1,222,296 702,234 398,657| 4,044,052 321,349\ 6,734,431| 2,369,030 6,187
% 0.7 18.1 10.4 59 60.1 4.8 100.0 35.2
2003/2002 36,579 730,542 472,426 288,523 3,238,284 278,901| 5,045,255| 1,528,070 4,903
% 0.7 14.5 9.4 5.7 64.2 5.5 100.0 30.3
2004/2003 29,387 307,052 342,188 214,322 2,348,529 172,130| 3,413,608| 892,949 2,782
% 0.9 9.0 10.0 6.3 68.8 5.0 100.0 26.2
2005/2004 22,375 254.598 229,615 134,972| 1,267,089 102,405| 2,011,054 641,560 1,786
% 1.1 12.7 11.4 6.7 63.0 5.1 100.0 31.9
2006/2005 19,648 131,786 148,948 78,596 883,041 63,231 1,325,250 378,978 1,391
% 1.5 9.9 11.2 59 66.6 4.8 100.0 28.6

* The subtotal is calculated using the U.S. minority categories OLD form.

+ The number of protocols is based on protocols with enrollment data (OLD form).

See Notes and Comments below.
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TABLE 10C: NEW FORM PART A: TOTAL OF ALL SUBJECTS REPORTED USING THE 1997 OMB STANDARDS FOR SEPARATE RACE
AND ETHNICITY FORMATS

10C(1): TOTAL OF ALL SUBJECTS BY RACE

FY A&%I;EN BLACK OR | HAWAIIAN/ MORE | {1 v owN /
REPORTED/ ALASKANA. | ASIAN | AFRICAN | PACIFIC | WHITE THAN OTHER TOTAL
FUNDED TIVE AMERICAN | ISLANDER ONE RACE
2002/2001 77,734 354,049 547,776 21,636 | 2,651,541 30,955 730,362 | 4,404,053
% 1.8 8.0 12.4 0.5 60.2 0.7 16.4 100.0
2003/2002 63,544| 2,138,002 960,090 37,569 | 5,415,710 99,462 | 1,012,622 9,726,999
% 0.7 22.0 9.9 0.4 55.7 1.0 10.4 100.0
2004/2003 98,047 | 4,345,396| 1,379,857 54,452 8,065,069 | 186,241| 1,381,250 15,510,312
% 0.6 28.0 8.9 0.4 52.0 1.2 8.9 100.0
2005/2004 292,215 3,046,370| 1,358,262 53,286 7,672,890 | 182,953 | 1,105,72213,711,698
% 21 222 9.9 0.4 56.0 13 8.1 100.0
2006/2005 141,567 3,463,202 | 1,251,339 38,460 7,089,017 321,554| 1,200,541 13,505,680
% 1.0 25.6 9.3 0.3 52.5 24 8.9 100.0
10C(2): TOTAL OF ALL SUBJECTS BY ETHNICITY
R kY UNKNOWN/
EPORTED/ NoOT HISPANIC HISPANIC OR LATINO NOT REPORTED TOTAL
FUNDED
2002/2001 3,071,952 292,429 1,039,672 4,404,053
% 69.8 6.6 23.6 100.0
2003/2002 8,162,259 611,641 953,099 9,726,999
% 83.9 6.3 9.8 100.0
2004/2003 13,168,842 756,339 1,585,131 15,510,312
% 84.9 4.9 10.2 100.0
2005/2004 11,804,164 773,939 1,133,595 13,711,698
% 86.1 5.6 8.3 100.0
2006/2005 11,308,244 1,054,313 1,143,123 13,505,680
% 83.7 7.8 8.5 100.0

See Notes and Comments below.
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TABLE 10D: NEW FORM PART B: HISPANIC ENROLLMENT REPORT: NUMBER OF HISPANICS OR LATINOS ENROLLED TO DATE (CUMULATIVE)

FISCAL YEARS 2005 & 2006

FY AII\;?)R;L(;\IA/N BLACK OR | HAWAIIAN / MORE THAN UNKNOWN / TOTAL MI;IIE&;TY N
Rommpl| A | A | e | b | wae | Ow ] SGut tsee | fow | morocor
NATIVE A+B
2002/2001 4,867 1,305 13,066 101 159,252 7,390 106,448 292,429| 1,297,850 2,758
% 1.7 0.4 4.5 0.0 54.5 2.5 36.4 100.0 29.5
2003/2002 5,400 1,953 14,566 679 350,439 28,088 210,516 611,641| 3,859,622 5,313
% 0.9 0.3 2.4 0.1 57.3 4.6 34.4 100.0 39.7
2004/2003 6,408 5,040 25,276 2,037 361,112 62,909 293,557 756,339| 6,718,662 7,343
% 0.8 0.7 3.3 0.3 47.7 8.3 38.5 100.0 43.3
2005/2004 22,739 7,816 19,446 1,981 388,874 51,166 281,916 773,938| 5,603,876 8,447
% 2.9 1.0 2.5 0.3 50.2 6.6 36.4 100.0 40.9
2006/2005 45,074 6,641 21,712 2,193 417,495 185,477 375,721| 1,054,313| 6,009,338 9,367
% 4.3 0.6 2.1 0.2 39.6 17.6 35.6 100.0 445

*This includes the number of protocols with enrollment data (NEW Form).

TABLE 10E(1): COMPARISON OF DOMESTIC AND FOREIGN ENROLLMENT AND PROTOCOLS WITH TOTAL ENROLLMENT FOR THE PERIOD FY 2002-2006

10E: ENROLLMENT

FY REPORTED/ TOTAL TOTAL DOMESTIC | PERCENT DOMESTIC| TOTAL FOREIGN | PERCENT FOREIGN
FUNDED ENROLLMENT* ENROLLMENT ENROLLMENT ENROLLMENT ENROLLMENT
2002/2001 11,138,484 10,192,401 91.5 946,083 8.5
2003/2002 14,772,254 11,911,357 80.6 2,860,897 19.4
2004/2003 18,923,920 14,359,793 759 4,564,127 24.1
2005/2004 15,722,752 12,669,858 80.6 3,052,894 19.4
2006/2005 14,830,930 11,425,701 77.0 3,405,229 23.0
* Total enrollment includes OLD + NEW Forms.
TABLE 10E(2): PROTOCOLS
FY REPORTED/ PROTT(())ggl;,S W/ TOTAL DOMESTIC S’SECE?;ITC TOTAL FOREIGN | PERCENT FOREIGN
FUNDED ENROLLMENT* ProTOCOLS PROTOCOLS ProToOCOLS ProTOCOLS
2002/2001 8,945 8,463 94.6 482 5.4
2003/2002 10,216 9,578 93.8 638 6.2
2004/2003 10,125 9,760 96.4 365 3.6
2005/2004 10,233 9,862 96.4 371 3.6
2006/2005 10,758 10,294 95.7 464 4.3

*Number of protocols with enrollment data from OLD + NEW Forms.
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GRAPH 10E(1): PERCENTAGE OF DOMESTIC AND FOREIGN ENROLLMENT
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TABLE 10F: COMPARISON OF DOMESTIC AND FOREIGN MINORITY PARTICIPATION FOR FY 2002-2006

FY REPORTED/

FUNDED FOREIGN MINORITY FOREIGN TOTAL DOMESTIC MINORITY | DOMESTIC TOTAL

2002/2001|777,461 946,083 2,754,820 10,149,869
% 82.2 100.0 27.1 100.0

2003/2002 (2,452,329 2,860,897 2,935,363 11,911,357
% |85.7 100.0 24.6 100.0

2004/2003 | 4,147,255 4,564,127 3,464,356 14,359,793
%190.9 100.0 24.1 100.0

2005/2004 | 2,776,565 3,052,894 3,468,864 12,669,858
%190.9 100.0 274 100.0

2006/2005 | 3,087,181 3,405,229 3,301,135 11,425,701
% 90.7 100.0 28.9 100.0

GRAPH 10F(1): NUMBER OF MINORITY PARTICIPANTS FOR FY 2002-2006
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FISCAL YEARS 2005 & 2006

GRAPH 10F(2): PERCENTAGE COMPARISON OF DOMESTIC MINORITY ENROLLMENT TO TOTAL DOMESTIC ENROLLMENT
FOR FY 2002-2006

100

80

60

—&— DOMESTIC Minority
40
vg V'S & : —
20 = —
o T T T T
2002 2003 2004 2005 2006

GRAPH 10F(3): PERCENTAGE COMPARISON OF FOREIGN MINORITY ENROLLMENT TO TOTAL FOREIGN ENROLLMENT
FOR FY 2002-2006
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NOTE: Trend data vary over time because the data for each year represents the net total of data resulting from: (1) studies continuing
from the prior year; (2) the addition of new studies reported; and (3) the subtraction of studies that are no longer reported.

Comments on Table 10B:

1. The data reported in FY 2002 and later are from the new NIH population tracking system that was deployed with data reported in FY 2002 and
later and allows separate reporting using the OLD form and the NEW form and separate reporting for Foreign and Domestic data.

Comments on Table 10C and 10D:

1. The NEW Form consists of Parts A and B for reporting years 2002-2006. This form is provided as part of the annual progress report.

2. Table 10C displays the NEW Form Part A for reporting separate race and ethnicity data.

3. Table 10D displays the NEW Form Part B, which is the distribution of Hispanics reported by race using the totals from the Hispanic or Latino
column in Part A.

Comments on Table 10E:

1. The Total Enrollment, Total Domestic Enrollment, and Total Foreign Enrollment increases from FY 2002-2006.

2. The Domestic Enrollment decreased to approximately 80% while the Foreign enrollment increased to approximately 20%.

3. The vast majority of protocols are domestic protocols (approximately 94 to 96%) while Foreign protocols make up approximately 4% to 6% of
total protocols.

4. Foreign enrollment was reported using the same race and ethnicity categories as domestic enrollment.

Comments on Table 10F:

1. Domestic Minority Enrollment has varied from 24.1% to 28.9% of Total Domestic Enrollment.

2. Foreign Minority Enrollment has varied from 82.2% to 90.9% of Total Foreign Enrollment.

3. The Total Minority Enrollment reported in FY 2006 was 52% Domestic and 48% Foreign (see Table 5). The small percentage of foreign
protocols accounts for a significant proportion (48%) of the Total Minority Enrollment, as shown by comparing both domestic and foreign
enrollment data.
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TABLE 11.Twelve Year Minority Trend Summary of the NIH Extramural and Intramural Phase 111

Clinical Research Reported in FY 1995-2006: Enrollment by Race and Ethnicity

TABLE 11A: PHASE III TWELVE YEAR SUMMARY TOTALS: ENROLLMENT BY SEX/GENDER IN ALL PROTOCOLS (OLD + NEW FORMS)

Fy ESLODET)ED/ FEMALES MALES UNKNOWN | ALL SUBJECTS* Sﬁ?;giﬁ“ﬁ‘( PROT g] coLs*

1995/1994 171,181 108,324 19,818 299,323 80,562 560
% 57.2 36.2 6.6 100.0 26.9

1996/1995 264,755 203,698 21,210 489,663 110,669 608
% 54.1 41.6 4.3 100.0 22.6

1997/1996 264,755 203,698 21,210 489,663 110,000 608
% 54.1 41.6 4.3 100.0 22.5

1998/1997 228,417 74,389 2,705 305,511 69,599 320
% 74.8 243 0.9 100.0 22.8

1999/1998 339,533 163,950 1,446 504,929 141,449 578
% 67.2 32.5 0.3 100.0 28.0

2000/1999 313,952 180,705 1,086 495,743 120,339 589
% 63.3 36.5 0.2 100.0 24.3

2001/2000 412,379 168,085 1,273 581,737 117,873 645
% 70.9 28.9 0.2 100.0 20.3

2002/2001 278,876 195,090 781 474,747 111,269 754
% 58.7 41.1 0.2 100.0 23.4

2003/2002 294,950 239,403 1,914 536,267 132,302 852
% 55.0 44.6 0.4 100.0 24.7

2004/2003 301,353 242,913 1,101 545,367 150,456 573
% 55.3 445 0.2 100.0 27.6

2005/2004 290,977 197,300 4,723 493,000 154,191 547
% 59.0 40.0 1.0 100.0 31.3

2006/2005 314,066 179,975 5,389 499,430 167,446 624
% 62.9 36.0 1.1 100.0 33.5

* The total of all subjects includes data from both OLD and NEW Forms.

+ The subtotal of all subjects enrolled by U.S. minority categories
+ Number of protocols with enrollment data from OLD and NEW Forms
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FISCAL YEARS 2005 & 2006

GRAPH 11A(2): SEX/GENDER PHASE III ENROLLMENT BY YEAR REPORTED
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TABLE 11B: PHASE III OLD FORM: TOTAL OF ALL SUBJECTS REPORTED USING THE 1977 OMB STANDARDS
IN A COMBINED RACE/ETHNICITY FORMAT
FY AMERICAN ASIAN/ | BLACK OR | HISPANIC, UNKNOWN N
REPORTED/ INDIAN/ PACIFIC | AFRICAN Nor WHITE OR OTHER TOTAL | SUBTOTAL* ProTOCOLS'
FUNDED | ALASKA NATIVE | ISLANDER | AMERICAN | WHITE
1995/1994 5,358 2,740 52,433 20,031 172,773 45,988 299,323 | 80,562 560
% 1.8 0.9 17.5 6.7 57.7 15.4 100.0 26.9
1996/1995 | 4,235 40,126 46,838 19,470 321,445 | 57,549 489,663 | 110,669 608
% 10.9 8.2 9.6 4.0 65.6 11.8 100.0 22.6
1997/1996 | 4,235 40,126 46,838 19,470 321,445 | 57,549 489,663 | 110,669 608
%10.9 8.2 9.6 4.0 65.6 11.8 100.0 22.6
1998/1997 | 5,030 5,324 42,805 16,440 229,534 16,378 305,511 {69,599 320
%] 1.6 1.7 14.0 5.4 75.1 2.1 100.0 22.8
1999/1998 3,685 20,276 76,921 40,567 336,703 {26,777 504,929 | 141,449 578
%10.7 4.0 15.2 8.0 66.7 53 100.0 28.0
2000/1999 3,726 24,017 62,512 30,084 335,824 {39,580 495,743 {120,339 589
%10.8 4.8 12.6 6.1 67.7 8.0 100.0 243
2001/2000 | 4,079 11,132 70,110 32,552 422,802 41,062 581,737 | 117,873 645
% 0.7 1.9 12.1 5.6 722 7.1 100.0 20.3
2002/2001 | 1,645 20,560 51,991 29,636 315,543 | 12,228 431,603 {103,832 660
% 0.4 4.8 12.0 6.9 73.1 2.8 100.0 241
2003/2002 | 1,689 20,038 49,255 29,066 337,654 | 16,615 454,317 {100,048 656
% 0.4 4.4 10.8 6.4 74.3 3.7 100.0 22.0
2004/2003 | 1, 505 18,807 45,285 32,974 265,764 | 14,050 378,385 98,571 296
%710.4 5.0 12.0 8.7 70.2 3.7 100.0 26.1
2005/2004 | 1,319 17,740 39,402 21,829 231,492 | 4,507 316,289 {80,290 210
%71 0.4 5.6 12.5 6.9 73.2 14 100.0 254
2006/2005 | 1,012 16,800 20,355 9,524 175,724 16,348 229,763 | 47,691 215
% 0.4 73 8.9 4.1 76.5 2.8 100.0 20.8

* The subtotal is calculated using the U.S. minority categories OLD form.
+ The number of protocols is based on protocols with enrollment data (OLD form).
See Notes and Comments below.
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TABLE 11C: PHASE III NEw FORM: TOTAL OF ALL SUBJECTS REPORTED USING THE 1997 OMB STANDARDS
FOR SEPARATE RACE AND ETHNICITY

11C(1): TOTAL OF ALL SUBJECTS BY RACE

FY AMERICAN BLACK OR | HAWAIIAN/ MORE UNKNOWN/
REPORTED/ INDIAN/ ASIAN | AFRICAN PACIFIC WHITE | THAN ONE OTHER TOTAL
FUNDED | ALASKA NATIVE AMERICAN | ISLANDER RACE
2002/2001 159 799 4,647 52| 34,654 560 2,273 43,144
% 0.4 1.9 10.8 0.1 80.3 13 53 100.0
2003/2002 484 2,609 21,641 220 47,869 989 8,138 81,950
% 0.6 3.2 26.4 0.3 58.4 1.2 9.9 100.0
2004/2003 1,396 4,385 43,721 611| 106,793 4,419 5,657 166,982
% 0.8 2.6 26.2 0.4 64.0 2.6 3.4 100.0
2005/2004 2,164 9,192 50,338 462| 101,238 3,063 10,254 176,711
% 1.2 5.2 28.5 0.3 57.3 1.7 5.8 100.0
2006/2005 4,630 32,360 50,780 535| 126,670 4,246 50,446 269,667
% 1.7 12.0 18.8 0.2 47.0 1.6 18.7 100.0
11C(2): TOTAL OF ALL SUBJECTS BY ETHNICITY
K ESZ(I;[;TDED/ NoT HISPANIC HISPANIC OR LATINO Nggﬁggg{% b TOTAL
2002/2001 36,224 1,629 5,291 43,144
% 83.9 3.8 12.3 100.0
2003/2002 64,295 7,831 9,824 81,950
% 78.5 9.6 12.0 100.0
2004/2003 145,742 13,435 7,805 166,982
% 87.3 8.0 4.7 100.0
2005/2004 156,650 10,397 9,664 176,711
% 88.6 5.9 55 100.0
2006/2005 202,358 31,034 36,275 269,677
% 75.0 11.5 13.5 100.0
See Notes and Comments below.
TABLE 11D: PHASE I1I HISPANIC ENROLLMENT REPORT: NUMBER OF HISPANICS OR LATINOS ENROLLED TO DATE
(CuMULATIVE)
FY AID:HE)]}L%A/N BLACK OR | HAWAIIAN/ %_?:5 UNKNOWN]/ TOTAL | SUBTOTAL N
ool s | A Ao | Bine WIS ou; | Com | A | MG morocor
NATIVE RACE
2002/2001 49 22 31 4 660 304 560 1,630 7,437 94
% 3.0 13 1.9 0.2 40.5 18.7 34.4 100.0 17.2
2003/2002 37 70 186 23| 2,115 203 5197 7,831 32,254 196
% 0.5 0.9 2.4 0.3 27.0 2.6 66.4 100.0 39.4
2004/2003 269 59 193 26| 7264, 3,052 2,572 13,435 54,405 277
% 2.0 0.4 1.4 0.2 54.1 22.7 19.1 100.0 32.6
2005/2004 759 42 446 45| 3,667 423 5,015 10,397 73,901 337
% 73 0.4 43 0.4 353 4.1 48.2 100.0 41.8
2006/2005 2,307 50 720 40| 6,872 713 20,332 31,034 119,755 409
% 7.4 0.2 2.3 0.1 22.1 23 65.5 100.0 44 .4

*This includes the number of protocols with enrollment data (NEW Form).




FISCAL YEARS 2005

TABLE 11E: COMPARISON OF DOMESTIC AND FOREIGN PHASE III ENROLLMENT AND PROTOCOLS WITH ENROLLMENT
FOR THE PERIOD FY 2002-2006

11E(1): ENROLLMENT

FY REPORTED/ TOTAL TOTAL DOMESTIC I;);;(IJSZ?ITC TOTAL FOREIGN | PERCENT FOREIGN
FUNDED ENROLLMENT* ENROLLMENT ENROLLMENT ENROLLMENT ENROLLMENT
2002/2001 | 474,747 444,436 93.6 30,311 6.4
2003/2002 | 536,267 486,857 90.8 49,410 9.2
2004/2003 | 545,367 496,241 91.0 49,126 9.0
2005/2004 | 493,000 437,902 88.8 55,098 11.2
2006/2005 | 499,430 400,297 80.2 99,133 19.8
* Total enrollment includes OLD + NEW Forms.
11E(2): PROTOCOLS
FY REPORTED/ TOTAL PROTO- 1 111 Domestic PERCENT TOTAL FOREIGN PERCENT
FUNDED COLS W/ ENROLL- PROTOCOLS DOMESTIC PROTOCOLS FOREIGN
MENT* PrOTOCOLS PrROTOCOLS
2002/2001 754 582 772 172 22.8
2003/2002 852 643 75.5 209 24.5
2004/2003 573 549 95.8 24 4.2
2005/2004 547 517 94.5 30 5.5
2006/2005 624 564 90.4 60 9.6

* Number of protocols with enrollment data from OLD + NEW Forms.
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TABLE 11F: PHASE III FOREIGN AND DOMESTIC MINORITY COMPARISON FOR FY 2002-2006

FY REPORTED/ | FOREIGN PHASE III FOREIGN PHASE IIT DOMESTIC PHASE III | DOMESTIC PHASE 111
FUNDED MINORITY TOTAL MINORITY TOTAL
2002/2001 18,308 30,311 92,961 444,436

% 60.4 100.0 20.9 100.0
2003/2002 23,927 49,410 109,376 486,857
% 48.4 100.0 22.5 100.0
2004/2003 37,126 49,126 125,813 496,241
% 75.6 100.0 25.4 100.0
2005/2004 44,281 55,098 109,910 437,902
% 80.4 100.0 25.1 100.0
2006/2005 84,412 99,133 83,034 400,297
% 85.2 100.0 20.7 100.0

GRAPH 11F: NUMBER OF MINORITY PARTICIPANTS IN PHASE III CLINICAL STUDIES FOR FY 2002-2006
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NOTE: Trend data vary over time because the data for each year represent the net total of data resulting from: (1) studies continuing
from the prior year; (2) the addition of new studies reported; and (3) the subtraction of studies that are no longer reported. Data
from Tables 11B, 11C, and 11D are combined to provide summary data in Table 11A.

Comments on Table 11A:

1. Table 11A summarizes enrollment by sex/gender and minority race/ethnicity categories for the twelve year reporting period (1995-2006). The
data are compiled from Tables 11B, 11C, and 11D, which provide the detailed distributions by sex/gender and race/ethnicity using the OLD
Form for enrollment (11B) and the NEW Form for enrollment (Tables 11C and 11D).

2. The Race and Ethnicity data in the OLD Form and the NEW Form cannot be combined by individual race and ethnicity categories because the
categories reflect the different OMB formats used based in the 1977 OMB standards (OLD Form) and the 1997 OMB standards (NEW Form).

Comments on Tables 11C and D:

1. The NEW Form consists of Parts A and B (Tables 11C and 11D) for reporting years 2002-2006. This form is provided as part of the annual
progress report.

2. Table 11C displays the NEW Form Part A for reporting separate race and ethnicity data.

3. Table 11D displays the NEW Form Part B, which is the distribution of Hispanics reported by race, using the totals from the Hispanic or Latino
column in Part A.

Comments on Table 11E:

1. The Total Enrollment, Total Domestic Enrollment, and Total Foreign Enrollment increase from FY 2002-2006.

2. The Domestic Enrollment decreased to approximately 80% ,while the Foreign Enrollment increased to approximately 20%.

3. The vast majority of protocols in FY 2004-2006 are Domestic protocols (approximately 90.4%-95.8%), while Foreign protocols make up
approximately 4.2%-9.6% of total protocols

4. Foreign enrollment was reported using the same race and ethnicity categories as Domestic enrollment.

Comments on Table 11F:

1. Domestic Minority Enrollment has varied from 24.1 to 28.9% of Total Domestic Enrollment.

2. Foreign Minority Enrollment has varied from 82.2 to 90.9% of Total Foreign Enrollment, reflecting that most of the Foreign research is done in
countries that are within the OMB race and ethnicity origin categories that are included in the summary minority data used in this report.

3. The Total Minority Enrollment reported in FY 2006 was 52% Domestic and 48% Foreign (see Table 5). The small percentage of Foreign
protocols account for a significant proportion (48%) of the Total Minority Enrollment, as shown by comparing both Domestic and Foreign
enrollment data.
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Table 12. Domestic Protocols: Summary of NIH Extramural and Intramural Clinical Research
Reported: FY 2002-2006: Enrollment Using U.S. Race/Ethnicity Categories

TABLE 12A: FIVE YEAR SUMMARY TOTALS: DOMESTIC SUBJECTS IN DOMESTIC PROTOCOLS (OLD AND NEW FORMS)

TOTAL SUBTOTAL BY

FYE{?;%};TDED/ FEMALES MALES UNKNOWN DOMESTIC MINORITY I[}’ng;’gfgfﬁ
SuBJECTS* | CATEGORIEST

2002/2001 6,583,087 3,506,787 59,995 10,149,869 2,754,820 8,425
% 64.9 34.6 0.6 100.0 271

2003/2002 7,392,404 4,393,496 125,457 11,911,357 2,935,363 9,578
% 62.1 36.9 1.1 100.0 24.6

2004/2003 8,881,299 5,199,765 278,729 14,358,793 3,464,356 9,760
% 61.8 36.2 1.9 100.0 24.1

2005/2004 7,887,209 4,515,242 267,407 | 12,669,858 3,468,864 9,862
% 62.3 35.6 2.1 100.0 27.4

2006/2005 7,684,453 3,566,577 174,671 11,425,701 3,301,135 10,294
% 67.3 31.2 1.5 100.0 28.9

* Total Domestic subjects (OLD and NEW Forms)
 Subtotal of Domestic subjects enrolled by U.S. minority categories
# Number of Domestic Protocols with Enrollment data (OLD and NEW Forms)

TABLE 12B: OLD FORM: TOTAL OF ALL DOMESTIC SUBJECTS REPORTED USING THE 1977 OMB STANDARDS IN A
COMBINED RACE/ETHNICITY FORMAT

FY AMERICAN | ASIAN/ BLACK OR | HISPANIC, ToTAL Dowmesric N
REPORTED/ fg:NKA/ II;‘;(:;LC AFRICAN Nor WHITE ggg&‘ﬁ DOMESTIC %ETO(;TI%L{ DOMESTIC
FUNDED NATIVE ER AMERICAN | WHITE SUBJECTS* SUBJECTS' PrOTOCOLS?
2002/2001| 45,639 752,203 | 673,726| 378,300 3,880,431| 316,053 6,046,352 | 1,849,868 5,783
% 0.8 12.4 11.1 6.3 64.2 52 100.0 30.6

2003/2002| 36,238 249,420| 455,329| 264,336 3,100,815| 266,339|4,372,477| 1,005,323 4,478
% 0.8 5.7 10.4 6.0 70.9 6.1 100.0 23.0

2004/2003| 28,953| 196,647 | 322,078| 194,762 2,273,619| 157,464 3,173,523 | 742,440 2,702
% 0.9 6.2 10.1 6.1 71.6 5.0 100.0 23.4

2005/2004| 22,375| 89,119| 210,465| 126,351 1,245,337 93,239|1,786,886| 448,310 1,736
% 1.3 5.0 11.8 71 69.7 5.2 100.0 25.1

2006/2005| 19,628| 51,701| 148,224 74,312| 866,683 61,480 1,222,028 | 293,865 1,361
% 1.6 42 12.1 6.1 70.9 5.0 100.0 24.0

* Total Domestic Enrollment (OLD Form)
t The subtotal of Domestic subjects is calculated using the U.S. minority categories OLD form.
¥ The number of protocols is based on protocols with enrollment data (OLD form).

See Notes and Comments below.
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TABLE 12C: NEW FORM PART A: INCLUSION ENROLLMENT REPORT (TOTAL OF ALL DOMESTIC SUBJECTS REPORTED USING THE 1997
OMB STANDARDS FOR SEPARATE RACE AND ETHNICITY FORMATS): NUMBER OF SUBJECTS ENROLLED TO DATE
(CuMuLATIVE) BY ETHNICITY AND RACE

12C(1): TOTAL OF ALL SUBJECTS BY RACE

FY AII‘:I];:)}E&A/N BLACK OR | HAWAIIAN/ MORE | UNKNOWN | . o
REPORTED/ ALASKA ASIAN AFRICAN PACIFIC WHITE | THAN ONE | ORNOT RACE*
FUNDED |\ o AMERICAN | ISLANDER RACE | REPORTED
2002/2001| 74,593 174,215 473,699 7,623 2,626,547 30,200 716,640 | 4,103,517
% 18 42 11.5 02 64.0 0.7 17.5 100.0
2003/2002| 61,526 295,061 897,518 23,068 | 5,161,965 | 94,138 1,005,604 | 7,538,880
% 0.8 3.9 11.9 0.3 68.5 1.2 13.3 100.0
2004/2003 | 97,854 485,137 1,280,129 42,945 7,772,927 172,185 1,335,093 | 11,186,270
% 0.9 43 11.4 0.4 69.5 1.5 11.9 100.0
2005/2004 | 291,044 655,959 1,232,957 42,993 7,485,193 164,096 1,010,730 | 10,882,972
% 2.7 6.0 11.3 0.4 68.8 1.5 9.3 100.0
2006/2005| 111,048 946,613 1,032,199 35,142 6,844,960 178,275 1,055,436 | 10,203,673
% 1.1 9.3 10.1 0.3 67.1 1.7 10.3 100.0
* Total of all subjects by racial categories (NEW Form)
12C(2): TOTAL OF ALL SUBJECTS BY ETHNICITY
kY ;{SE?EIT)ED/ NoT HISPANIC HISPANIC OR LATINO Ngggﬂ% b TOTAL BY ETHNICITY*
2002/2001 2,785,590 285,921 1,032,006 4,103,517
% 67.9 7.0 25.1 100.0
2003/2002 6,003,326 602,018 933,536 7,538,880
% 79.6 8.0 12.4 100.0
2004/2003 8,893,158 720,551 1,572,561 11,186,270
% 79.5 6.4 14.1 100.0
2005/2004 9,120,293 721,138 1,041,541 10,882,972
% 83.8 6.6 9.6 100.0
2006/2005 8,384,360 796,556 1,022,757 10,203,673
% 82.2 7.8 10.0 100.0

See Notes and Comments below.
* Total of all subjects by ethnic category
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12D: NEW FORM PART B: HISPANIC ENROLLMENT REPORT: NUMBER OF HISPANICS OR LATINOS ENROLLED TO DATE (CUMULATIVE)

py | AMERICAN BLACK OR | HAWAIIAN/ MORE fyy kvown | TOTAE | supromaL N
REPORTED/ I:LT;A;A/ ASIAN | AFRICAN | PACIFIC | WHITE Tgﬁg OR NOT HlsggN '€} Domestic | DomEsTIC

FUNDED | \(1 oo AMERICAN | ISLANDER Race | REPORTED | o 0 MiNoriry' | ProToCOL?

2002/2001 1,163 436 12,005 98| 69,313 5,626 75,309 163,950 904,952 2,642
% 0.7 0.3 7.3 0.1 423 34 459 100.0 22.1

2003/2002 3,756 1,950 13,345 678 | 349,844 | 23,560 208,885 602,018 | 1,930,040 5,100
% 0.6 0.3 22 0.1 58.1 3.9 34.7 100.0 25.6

2004/2003 6,293 5,026 12,498 2,037 356,575| 51,031 287,091 720,551 | 2,721,916 7,058
% 0.9 0.7 1.7 0.3 49.5 7.1 39.8 100.0 243

2005/2004 22,057 7,810 19,282 1,981 362,707| 36,503 270,798 721,138 | 3,020,554 8,126
% 3.1 1.1 2.7 0.3 50.3 5.1 37.6 100.0 27.8

2006/2005 15,498 | 6,540 19,870 1,505 | 374,830 | 49,150 329,163 796,556 | 3,007,270 8,933
% 1.9 0.8 2.5 0.2 47.1 6.2 413 100.0 29.5

* Total Hispanic or Latinos by racial categories
* Domestic subtotal using U.S. minority categories (NEW Form Parts A and B)
# This includes the number of protocols with enrollment data (NEW Form).

NOTES on Table 12: Data from Tables 12B, 12C, and 12D are combined to provide summary data in Table 12A.

FY 2002 Reported Data:
One Domestic study had an enrollment of 540,833 subjects (OLD Form).
One Domestic study had an enrollment of 1,571,305 subjects (OLD Form).

FY 2003 Reported Data:

One Domestic study had an enrollment of 800,000 subjects (NEW Form).
One Domestic study had an enrollment of 1,389,920 subjects (NEW Form).
One Domestic study had an enrollment of 1,799,820 subjects (NEW Form).

FY 2004 Reported Data:

One Domestic study had an enrollment of 540,833 subjects (NEW Form).
One Domestic study had an enrollment of 800,000 subjects (NEW Form).
One Domestic study had an enrollment of 1,138,302 subjects (NEW Form).
One Domestic study had an enrollment of 1,419,475 subjects (NEW Form).
One Domestic study had an enrollment of 1,799,820 subjects (NEW Form).

FY 2005 Reported Data:

One Domestic study had an enrollment of 540,833 subjects (NEW Form).
One Domestic study had an enrollment of 800,000 subjects (NEW Form).
One Domestic study had an enrollment of 1,595,620 subjects (NEW Form).
One Domestic study had an enrollment of 1,799,820 subjects (NEW Form).

FY 2006 Reported Data:

One Domestic study had an enrollment of 875,010 subjects (NEW Form).
One Domestic study had an enrollment of 1,964,668 subjects (NEW Form).
One Domestic study had an enrollment of 540,833 subjects (NEW Form).

Comments on Table 12A:

1. There were approximately an average of 63% females, 35% males, and 2% unknown sex enrolled in Domestic protocols from 2002-2006.
2. There was approximately an average of 27% Domestic minority subjects enrolled in Domestic protocols from 2002-2006.

3. Total Domestic enrollment ranged from 10.1 million to 11.5 million during these 5 years.

4. The number of Domestic protocols increased from 8,425 to 10,294 in 2006.
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Table 13. Domestic Protocols: Summary of NIH Extramural and Intramural Phase 111
Clinical Research Reported in FY 2002-2006: Enrollment Using U.S. Race/Ethnicity Categories

TABLE 13A: PHASE III FIVE YEAR SUMMARY TOTALS: DOMESTIC SUBJECTS IN DOMESTIC PROTOCOLS (OLD AND NEW FORMS)

FY?SEOD‘;ED/ FEMALES MALES UNKNOWN DowEsHe SKEL%TQ&?T{ DRDOMESTG
SUBJECTS* CATEGORIES

2002/2001 264,517 179,179 740 444,436 92,961 582
% 59.5 40.3 0.2 100.0 20.9

2003/2002 266,913 218,166 1,778 486,857 109,376 643
% 54.8 44.8 0.4 100.0 22,5

2004/2003 277,333 217,890 1,018 496,241 125,813 549
% 55.9 43.9 0.2 100.0 25.4

2005/2004 261,589 174,137 2,176 437,902 109,910 517
% 59.7 39.8 0.5 100.0 25.1

2006/2005 258,467 137,621 4,209 400,297 83,034 564
% 64.6 34.4 1.1 100.0 20.7

* Total Domestic subjects (OLD and NEW Forms)
t Subtotal of Domestic subjects enrolled by U.S. minority categories
+ Number of Domestic Protocols with Enrollment data (OLD and NEW Forms)

TABLE 13B: OLD FORM: TOTAL OF ALL DOMESTIC SUBJECTS REPORTED USING THE 1977 OMB STANDARDS IN A COMBINED
RACE/ETHNICITY FORMAT

FY AII‘:II;:)RILCI\]A/N ASIAN/ | BLACK OR | HISPANIC, UNKNOWN Dgﬁzﬁl ¢ | DoMEsTIC N
REPORTED/ | "\ o | PACIFIC | AFRICAN | NOT | WHITE | oo T e SUBTOTALT DOMESTIC#
FUNDED | |1 | ISLANDER | AMERICAN | WHITE VENT | MINORITY' | PROTOCOLS
2002/2001 1,586 8,291 49,184 27,912| 305,964 10,670 403,607 86,973 494
% 0.4 2.1 12.2 6.9 75.8 2.6 100.0 21.5

2003/2002 1,612 7,610 48,975 25,567 322,600 8,538 414,902 83,764 468
% 0.4 1.8 11.8 6.2 778 2.1 100.0 20.2

2004/2003 1,504 6,739 45,233 31,967| 262,671 6,447 354,561 85,443 286
% 0.4 1.9 12.8 9.0 74.1 1.8 100.0 24.1

2005/2004 1,319 5,488 39,401 20,646| 229,235 4,493 300,582 66,854 205
% 0.4 1.8 13.1 6.9 76.3 1.5 100.0 222

2006/2005 996 4,505 20,325 9,512 171,191 5,673 212,202 35,338 207
% 0.5 2.1 9.6 4.5 80.7 2.7 100.0 16.7

* Total Domestic Enrollment (OLD Form)

+ Domestic Subtotal using U.S. minority categories (OLD form) The subtotal of Domestic subjects is calculated using the U.S.
minority categories OLD form.

# Number of Domestic protocols with enrollment data (OLD form)
See Notes and Comments below.
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TABLE 13C: NEW FORM PART A: INCLUSION ENROLLMENT REPORT (TOTAL OF ALL DOMESTIC SUBJECTS REPORTED USING THE 1997

OMB STANDARDS FOR SEPARATE RACE AND ETHNICITY FORMATS). PART A: TOTAL ENROLLMENT REPORT: NUMBER OF

SuBJECTS ENROLLED TO DATE (CUMULATIVE) BY ETHNICITY AND RACE
13C(1): TOTAL ENROLLMENT REPORT OF ALL SUBJECTS BY RACE

Prturoml o) |y | Tkt e it e g
FUNDED ALASKA AMERICAN | ISLANDER RACE | REPORTED | BY RACE*
NATIVE
2002/2001|159 798 3,199 52 34,541 560 1,520 40,829
% 0.4 2.0 7.8 0.1 84.6 1.4 3.7 100.0
2003/2002 477 2,586 14,031 220 46,774 989 6,878 71,955
%10.7 3.6 19.5 0.3 65.0 1.4 9.6 100.0
2004/2003|1,396 4,373 22,307 611 106,260 |1,849 4,884 141,680
% 1.0 3.1 15.7 0.4 75.0 13 34 100.0
2005/2004 1,775 4,920 24,390 462 93,662 3,063 9,048 137,320
%13 3.6 17.8 0.3 68.2 22 0.6 100.0
2006/2005 (2,724 5,312 23,267 530 118,577 4,077 33,608 188,095
%| 1.4 2.8 12.4 03 63.0 2.2 17.9 100.0
* Total of all subjects by racial categories (NEW Form)
13C(2): TOTAL OF ALL SUBJECTS BY ETHNICITY
Mo | Nermsie | o | B
2002/2001 34,662 1,629 4,538 40,828
% [84.9 4.0 11.1 100.0
2003/2002 | 55,575 7,828 8,552 71,955
% \|77.2 10.9 11.9 100.0
2004/2003 | 123,770 10,863 7,047 141,680
% |87.4 7.7 5.0 100.0
2005/2004 | 118,528 9,773 9,019 137,320
% 86.3 7.1 6.6 100.0
2006/2005 | 141,688 13,550 32,857 188,095
% 75.3 72 17.5 100.0

See Notes and Comments below.
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TABLE 13D: NEW FORM PART B: HISPANIC ENROLLMENT REPORT: NUMBER OF HISPANICS
OR LATINOS ENROLLED TO DATE

FY AII\:IIIE)RIL(JZ\IA/N BLACK OR | HAWAIIAN/ I}A:[)AR; UNKNOWN |  TOTAL SUBTOTAL |\ by e
REPORTED/ | "\ "t | ASIAN | AFRICAN | PACIFIC | WHITE | 0o ORNOT | HIsPANIC DOMESTIQr PROTOCOLS'
FUNDED NATIVE AMERICAN | ISLANDER Racg | REPORTED | OR LATINO* | MINORITY
2002/2001 49 21 31 4 660 304 560 1,629 5,988 88
% 3.0 13 1.9 0.2 40.5 18.7 34.4 100.0 14.7
2003/2002 37 70 186 23| 2,113 203 5,196 7,828 25,612 175
% 0.5 0.9 2.4 0.3 27.0 2.6 66.4 100.0 35.6
2004/2003 269 59 193 26| 7,262 482 2,572 10,863 40,370 263
% 2.5 0.5 1.8 0.2 66.9 4.4 23.7 100.0 28.5
2005/2004 371 42 446 45| 3,663 423 4,783 9,773 43,056 312
% 3.8 0.4 4.6 0.5 375 43 48.9 100.0 31.4
2006/2005 458 47 507 40| 5,544 712 6,242 13,550 47,696 357
% 3.4 0.3 3.7 0.3 40.9 53 46.1 100.0 254

* Total Hispanic or Latinos by racial categories
+ Domestic subtotal using U.S. minority categories (NEW Form Parts A and B)
# Number of Domestic protocols with enrollment data (NEW Form)

NOTE: Data from Tables 13B, 13C, and 13D are combined to provide the summary data in Table 13A.

Comments on Table 13A:

1. There was approximately an average of 57% females, 42% males, and 0.3% of unknown sex enrolled in Domestic protocols from 2002-2005.
2. There was approximately an average of 23.5% Domestic minority subjects enrolled in Domestic Phase III protocols from 2002-2006.
3. Total Domestic Phase III enrollment ranged from 400,297 to 496,241 during these 5 years.
4. The number of Domestic Phase III protocols ranged from 517 to 564 in 2006.

TABLE 14. Foreign Protocols: Summary of NIH Extramural and Intramural Clinical Research

Reported in FY 2002-2006: Enrollment Using U.S. Race/Ethnicity Categories

TABLE 14A: FIVE YEAR SUMMARY TOTALS: FOREIGN SUBJECTS IN CLINICAL RESEARCH FOREIGN PROTOCOLS

(OLD AND NEW FORMS)
FORwORTID | L s Uniows | Fommon | Miowmy | NFORHGN,
FUNDED Susjcts* | Catecorigs’ | LROTOCOLS
2002/2001 553,056 379,294 13,833 946,083 777,461 482
% 58.5 40.1 1.5 100.0 82.2

2003/2002 1,122,077 1,728,000 10,820 2,860,897 2,452,329 638
% 39.2 60.4 0.4 100.0 85.7

2004/2003 2,007,798 2,542,127 14,202 4,564,127 4,147,255 365
% 44.0 55.7 0.3 100.0 90.9

2005/2004 1,616,713 1,426,665 9,516 3,052,894 2,776,565 371
% 53.0 46.7 0.3 100.0 90.9

2006/2005 1,788,820 1,605,628 10,781 3,405,229 3,087,181 464
% 52.5 47.2 0.3 100.0 90.7

* Total Foreign subjects (OLD and NEW Forms)
1 Subtotal of Foreign subjects enrolled by U.S. minority categories
# Number of Foreign Protocols with Enrollment data (OLD and NEW Forms)




FISCAL YEARS 2005 & 2006

TABLE 14B: OLD FORM: TOTAL OF ALL FOREIGN SUBJECTS REPORTED USING THE 1977 OMB STANDARDS IN A COMBINED

RACE/ETHNICITY FORMAT
AMERICA FOREIGN
Revowro) | NP pue | Ao | Mot | wim | UNGOWN |l sumtom | N Fors,
FUNDED NATIVE ISLANDER | AMERICAN WHITE ENROLLMENT* MINORITYT
2002/2001 69 468,958 21,407 19,075 143,768 3,565 656,842 509,509 380
% 0.0 71.4 3.3 2.9 21.9 0.5 100.0 77.6
2003/2002 341 481,122 17,097 24,187 137,469 12,562 672,778 522,747 425
% 0.1 71.5 2.5 3.6 20.4 1.9 100.0 777
2004/2003 434 110,405 20,110 19,560 74,910 14,666 240,085 150,509 80
% 0.2 46.0 8.4 8.1 31.2 6.1 100.0 62.7
2005/2004 0 165,479 19,150 8,621 21,752 9,166 224,168 193,250 50
% 0.0 73.8 8.5 3.8 9.7 4.1 100.0 86.2
2006/2005 20 80,085 724 4,284 16,358 1,751 103,222 85,113 30
% 0.0 77.6 0.7 4.2 15.8 1.7 100.0 82.5

*Total Foreign Enrollment (OLD Form)

t+ Foreign subtotal using U.S. Minority Categories (OLD Form)

+ The number of Foreign protocols is based on protocols with enrollment data (OLD form).
See Notes and Comments below.

TABLE 14C: NEW FORM PART A: INCLUSION ENROLLMENT REPORT (TOTAL OF ALL FOREIGN SUBJECTS REPORTED USING THE 1997 OMB
STANDARDS FOR SEPARATE RACE AND ETHNICITY FORMATS: PART A: TOTAL ENROLLMENT REPORT: NUMBER OF SUBJECTS EN
ROLLED TO DATE (CUMULATIVE) BY ETHNICITY AND RACE

14C(1): TOTAL OF ALL FOREIGN SUBJECTS BY RACE

AMERICAN BLACK OR HAWATIAN/ TOTAL
FY REPORTED/ | INDIAN/ ASIAN MORE THAN | UINKNOWN OR

AFRICAN PACIFIC WHITE SUBJECTS BY

FUNDED ALASKA AMERICAN ISLANDER ONE RACE | NOT REPORTED RACE*

NATIVE

2002/2001 3,271 180,022 68,071 14,013 19,970 741 3,153 289,241
% 1.1 62.2 23.5 4.8 6.9 0.3 1.1 100.0
2003/2002 2,018 1,842,941 62,572 14,501 253,745 5,324 7,018 2,188,119
% 0.1 84.2 2.9 0.7 11.6 0.2 0.3 100.0
2004/2003 193| 3,860,259 99,728 11,507 292,142 14,056 46,157 4,324,042
% 0.0 89.3 2.3 0.3 6.8 0.3 1.1 100.0
2005/2004 1,171 2,390,404 125,305 10,293 187,697 18,857 94,999 2,828,726
% 0.0 84.5 4.4 0.4 6.6 0.7 3.4 100.0
2006/2005 30,519| 2,516,589 219,140 3,318 244,057 143,279 145,105 3,302,007
% 0.9 76.2 6.6 0.1 7.4 4.3 4.4 100.0

* Total of all subjects by racial categories (NEW Form)
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14C(2): TOTAL OF ALL FOREIGN SUBJECTS BY ETHNICITY

“wom | Mormsmwe | UECH | ot | Ewcme
2002/2001 278,618 6,064 4,559 289,241
% 96.3 21 1.6 100.0
2003/2002 2,158,933 9,623 19,563 2,188,119
% 98.7 0.4 0.9 100.0
2004/2003 4,275,684 35,788 12,570 4,324,042
% 98.9 0.8 0.3 100.0
2005/2004 2,683,871 52,801 92,054 2,828,726
% 94.9 1.9 33 100.0
2006/2005 2,923,885 257,756 120,366 3,302,007
% 88.5 7.8 3.6 100.0

See Notes and Comments below.
* Total of all subjects by ethnic category

TABLE 14D: NEW FORM PART B: HISPANIC ENROLLMENT REPORT: NUMBER OF HISPANICS OR LATINOS ENROLLED TO DATE

FY AII‘IA\I]]E)RIEN BLACK OR | HAWAIIAN/ I\TA}?:; UNKNOWN |  TOTAL FOREIGN | 0 FOREIGN
REPORTED/ ALAsika | ASIAN | AFRICAN | PACIFIC | WHITE ONE ORNOT | HISPANIC SUBTOTALT PROTOCOL*
FUNDED NATIVE AMERICAN | ISLANDER RACE REPORTED | OR LATINO* | MINORITY

2002/2001 1,461 0 4 0 1,659 683 175 3,982 267,952 102
% 36.7 0.0 0.1 0.0 41.7 17.2 4.4 100.0 92.6

2003/2002 1,644 3 1,222 0 632 4,528 1,594 9,623 | 1,929,582 213
% 17.1 0.0 12.7 0.0 6.6 47.1 16.6 100.0 88.2

2004/2003 115 14 12,778 0 4,537 11,878 6,466 35,788 | 3,996,746 285
% 0.3 0.0 35.7 0.0 12.7 33.2 18.1 100.0 924

2005/2004 682 6 164 0 206,161 14,664 11,124 52,801 2,583,315 321
% 13 0.0 0.3 0.0 49.5 27.8 21.1 100.0 91.3

2006/2005 29,576 101 1,842 688| 42,665, 136,326 46,558 257,756| 3,002,068 434
% 11.5 0.0 0.7 0.3 16.6 529 18.1 100.0 90.9

* Total Foreign Hispanic or Latino subjects by racial categories
+ Foreign subtotal using U.S. minority categories (NEW Form Parts A and B)

$ This includes the number of Foreign protocols with enrollment data (NEW Form).

NOTES on Table 14: Data from Tables 14B, 14C, and 14D are combined to provide the summary data in Table 14A.

FY 2002 Reported Data:

One study in Vietnam had an enrollment of 302,381 subjects (OLD Form).

FY 2003 Reported Data:

One study in Vietnam had an enrollment of 302,381 subjects (OLD Form).
One study in China had an enrollment of 1,910,000 subjects (NEW Form).

FY 2004 Reported Data:

One study in China had an enrollment of 1,910,000 subjects (NEW Form).

One study in India had an enrollment of 2,000,000 subjects (NEW Form).

FY 2005 Reported Data:
One study in India had an enrollment of 2,200,000 subjects (NEW Form).

FY 2006 Reported Data:
One study in India had an enrollment of 2,200,000 subjects (NEW Form).




Comments on Table 14A:
1. The percent of females varied from 39.2% to 58.5% in Foreign protocols from 2002-2005. The percent of males varied from 40.1% to 60.4%.
2. The percent of Foreign subjects enrolled by U.S. minority categories in Foreign protocols increased from 82.2% to 90.9% from 2002 to 2005.

3. Total Foreign enrollment ranged from 777,461 to 4.15 million during these 5 years.
4. The number of Foreign protocols ranged from 638 in 2003 to 317 in 2005.

FISCAL YEARS 2005 & 2006

Reported in FY 2002-2006: Enrollment Using U.S. Race/Ethnicity Categories

TABLE 15. Foreign Protocols: Summary of NIH Extramural and Intramural Phase III Clinical Research

TABLE 15A: PART A: PHASE III FIVE YEAR SUMMARY TOTALS: FOREIGN SUBJECTS IN FOREIGN PROTOCOLS (OLD AND NEW FORMS)

FY?{?;()DI;T)ED/ FEMALES MALES UNKNOWN Fg(lg?(l;N SLI\I/EL%TIGEE T PNR(fTO(? CE(I)GLI;¢
SUBJECTS* CATEGORIES

2002/2001 14,359 15,911 41 30,311 18,308 172
% 474 52.5 0.1 100.0 60.4

2003/2002 28,037 21,237 136 49,410 23,927 209
% 56.7 43.0 0.3 100.0 48.4

2004/2003 24,020 25,023 83 49,126 37,126 24
% 48.9 50.9 0.2 100.0 75.6

2005/2004 29,388 23,163 2,547 55,098 44,281 30
% 53.3 42.0 4.6 100.0 80.4

2006/2005 55,599 42,354 1,180 99,133 84,412 60
% 56.1 42.7 1.2 100.0 85.2

* Total Foreign subjects (OLD and NEW Forms)
+ Subtotal of Foreign subjects enrolled by U.S. minority categories
+ Number of Foreign Protocols with Enrollment data (OLD and NEW Forms)

TABLE 15B: OLD FORM: TOTAL OF ALL FOREIGN SUBJECTS REPORTED USING THE 1977 OMB STANDARDS IN A COMBINED

RACE/ ETHNICITY FORMAT
AMERICAN
rowm) | NN pune | Mo | Nor | wim | UNKNOWN B ForeiaN | N Fomsi,
FUNDED NATIVE ISLANDER AMERICAN WHITE ENROLLMENT*

2002/2001 59 12,269 2,807 1,724 9,579 1,558 27,996 16,859 166
% 0.2 43.8 10.0 6.2 34.2 5.6 100.0 60.2
2003/2002 77 12,428 280 3,499 15,054 8,077 39,415 16,284 188
% 0.2 31.5 0.7 8.9 38.2 20.5 100.0 41.3
2004/2003 1 12,068 52 1,007 3,093 7,603 23,824 13,128 10
% 0.0 50.7 0.2 4.2 13.0 31.9 100.0 55.1
2005/2004 0 12,252 1 1,183 2,257 14 15,707 13,436 5
% 0.0 78.0 0.0 75 14.4 0.1 100.0 85.5
2006/2005 16 12,295 30 12 4,533 675 17,561 12,353 8
% 0.1 70.0 0.2 0.1 25.8 3.8 100.0 70.3

* Total Foreign enrollment (OLD Form)
+ The subtotal of Foreign subjects is calculated using the U.S. minority categories OLD form.
+ The number of Foreign protocols is based on protocols with enrollment data (OLD form).

See Notes and Comments below.
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TABLE 15C: NEW FORM PART A: INCLUSION ENROLLMENT REPORT (TOTAL OF ALL FOREIGN SUBJECTS
REPORTED USING THE 1997 OMB STANDARDS FOR SEPARATE RACE AND ETHNICITY FORMATS):
TOTAL ENROLLMENT REPORT: NUMBER OF SUBJECTS ENROLLED TO DATE (CUMULATIVE) BY
ETHNICITY AND RACE

15C(1): TOTAL OF SUBJECTS BY RACE

FY AIMERICAN BLACK OR | HAWAIIAN/ MORE UNKNOWN/ TOTAL

REPORTED/ :&:ﬂ ASIAN | AFRICAN PACIFIC | WHITE | THAN ONE |  NOT RE- FOREIGN
FUNDED NATIVE AMERICAN | ISLANDER RACE PORTED SUBJECTS*
2002/2001 0 1 1,448 0 113 0 753 2,315
% 0.0 0.0 62.5 0.0 4.9 0.0 325 100.0
2003/2002 7 23 7,610 0] 1,095 0 1,260 9,995
% 0.1 0.2 76.1 0.0 11.0 0.0 12.6 100.0
2004/2003 0 12 21,414 0 553 2,570 753 25,302
% 0.0 0.0 84.6 0.0 2.2 10.2 3.0 100.0
2005/2004 389 4,272 25,948 0| 7576 0 1,206 39,391
% 1.0 10.8 65.9 0.0 19.2 0.0 3.1 100.0
2006/2005 1,906| 27,048 27,513 5/ 8,093 169 26,838 91,572
% 2.1 29.5 30.0 0.0 8.8 0.2 29.3 100.0

* Total of all subjects in all racial categories (NEW Form)
15C(2): TOTAL OF SUBJECTS BY ETHNICITY
| Nermme | eor e e

2002/2001 1,562 0 753 2,315
% 67.5 0.0 325 100.0
2003/2002 8,720 3 1,272 9,995
% 87.2 0.0 12.7 100.0
2004/2003 21,972 2,572 758 25,300
% 86.8 10.2 3.0 100.0

2005/2004 38,122 624 645 39,391
% 96.8 1.6 1.6 100.0
2006/2005 60,670 17,484 3,418 81,572
% 74.4 21.4 4.2 100.0

See Notes and Comments below.

* Total of all Foreign subjects by ethnic category




15D: NEW FORM PART B: HISPANIC ENROLLMENT REPORT: NUMBER OF HISPANICS OR LATINOS ENROLLED TO DATE

FISCAL YEARS 2005 & 2006

FY Af”:}f)‘g&‘/N BLACK OR | HAWAIIAN/ MORE | UNKNOWN |  TOTAL FOREIGN |\ ForEIGN
REPORTED/ ALASKA ASIAN | AFRICAN PACIFIC | WHITE | THAN ORNOT | HISPANIC SUBTOTALT PROTOCOLY
FUNDED NATIVE AMERICAN | ISLANDER ONE RACE | REPORTED | OR LATINO* | MINORITY

2002/2001 0 0 0 0 0 0 0 0 1,449 6
% 0.0 0.0 0.0 0.0 0.0 0.0 0.0 0.0 62.6

2003/2002 0 0 0 0 2 0 1 3 7,643 21
% 0.0 0.0 0.0 0.0 66.7 0.0 333 100.0 76.5

2004/2003 0 0 0 0 2 2,570 0 2,572 23,998 14
% 0.0 0.0 0.0 0.0 0.1 99.9 0.0 100.0 94.8

2005/2004 388 0 0 0 4 0 232 624 30,845 25
% 62.2 0.0 0.0 0.0 0.6 0.0 37.2 100.0 78.3

2006/2005 1,849 3 213 0| 1,328 1 14,090 17,484 72,059 52
% 10.6 0.0 1.2 0.0 7.6 0.0 80.6 100.0 78.7

* Total Foreign Hispanic or Latino subjects by racial categories
+ Foreign subtotal using U.S. minority categories (NEW Form Parts A and B)
% This includes the number of Foreign protocols with enrollment data (NEW Form).
NOTE: Data from Tables 15B, 15C, and 15D are combined to provide the summary data in Table 15A.

Comments on Table 15A:
1. The percent females varied from 47.4% to 56.7% in Phase III Foreign protocols from 2002-2006. The percent of males varied from 42.0% to 52.7%.
2. The percent Foreign subjects enrolled by U.S. minority categories in Phase III Foreign protocols increased from 60.4% to 85.2% from 2002 to 2006.

3. Total Phase III Foreign enrollment increased from 30,311 to 99,133 during these five years.
4. The number of Phase III Foreign protocols dropped from 209 in 2003 to 60 in 2005.
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ORWH CAREER
DEVELOPMENT PROGRAMS

In addition to extramural career development
supported through the BIRCWH program,
which is described above, the ORWH supports
a number of career development programs.
The ORWH works with many valued partners
to develop and promote initiatives to develop
scientific career training to both extramural
investigators and intramural postdoctoral
scientists and fellows. These programs are for
both men and women who wish to work on
women's health and sex/gender research. The
following is a description of activities related
to career development that are supported by
the ORWH and its collaborators, starting with
key activities for the extramural community
followed by those for intramural scientists.

Biomedical Careers

A major component of the ORWH mandate is
to develop opportunities and support for the
recruitment, retention, re-entry, and advance-
ment of women in biomedical careers. Since
1992, the ORWH has collaborated with scien-
tific, medical, advocacy communities, other
government entities, and the public to build
programs related to careers for women in
science. The ORWH is continuing to build this
program through a variety of initiatives, which
are described in the following.

The ORWH addresses the career
development of girls and women in
biomedical careers across their life span,
from initial interest in science during grade
school to postgraduate scientific training. In
addition, the ORWH focuses its efforts on
career development for both women and men
engaged in careers in women's health or sex/
gender research. In collaboration with NIH
ICs and Offices, the ORWH has developed
and implemented numerous educational
outreach programs for girls in middle school
and women in high school, college, graduate
school, and postdoctoral programs. The
ORWH has also implemented a special re-
entry program for women and men who
take time off from their careers to deal with
family responsibilities. In addition, the ORWH
developed the Achieving Excellence in Science

FISCAL YEARS 2005 & 2006

(AXXS) program to engage scientific societies
in advancing women in their careers.

The foundation for accomplishing these
goals was laid in recommendations from
public hearings and a career development
workshop titled Women in Biomedical Careers:
Dynamics of Change; Strategies for the 21st
Century. Gender bias in the sciences impedes
professional advancement for women long
before they enter the workplace. The cultural
and institutional barriers begin for many
young women in the early years of their scien-
tific training and are key determinants in their
decisions about whether or not to pursue a

career in science or choose another profession.

Barriers to the success of women in biomedi-
cal careers and other related factors that were
identified during hearings and the workshop
are summarized as follows:

» Recruitment of women and gitls into
biomedical sciences;

» Lack of female role models and mentors;

» Career paths and rewards, such as salaries
and promotions;

» Family responsibilities and dual roles;

> Need for re-entry into biomedical careers;
» Sex discrimination and sexual harassment;
> Gender sensitivity;

» Racial bias and special needs of minority
women; and

» Research initiatives on women'’s health.

The ORWH has undertaken numerous activi-
ties to increase opportunities for women,
including minority women. These activities
address paths leading to biomedical careers
as well as ways to promote interest in and
sustain research participation of both women
and men working in women's health. With
expanding horizons in biotechnology and
science, there is a need for greater participa-
tion of women in research that will open new
frontiers in scientific technology as it relates
to health and disease. Although exact figures
are not available on women pursuing careers
in biomedical research, the ORWH recognizes
that there is a need to increase not only the
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number of women who are biomedical and
behavioral investigators but also the number
of women who are in policymaking positions.
Individuals in these positions can influence or
determine the direction of research initiatives.
Programs are needed to provide support for
mentored research training and career devel-
opment in areas related to women's health,
for biomedical scientists who have interrupted
their research careers to fulfill family obliga-
tions, for outreach to young girls and women
who have an interest in pursuing careers in
biomedical science, and for collaboration
with professional societies that support career
advancement of women scientists.

The ORWH provided the initial funding
for the National Academies (NA) study that
resulted in the report, Beyond Bias and Barriers:
Fulfilling the Potential of Women in Academic
Science and Engineering. The authoring commit-
tee, which was chaired by Donna Shalala,
Ph.D., President of the University of Miami
and former Secretary of the DHHS, examined
factors affecting training and career opportuni-
ties for women in science.

The Committee looked at how women enter
scientific careers and advance through the
ranks. In a competitive scientific era, it is criti-
cal to nurture the best and the brightest and
the most innovative talent. The U.S. has made
progress in increasing the number of women
earning science and engineering degrees, but
there is less evidence of progress when look-
ing at academic positions held by women.
The committee reviewed data available on
gender issues across all fields of science and
engineering, examining different employment
venues for researchers with special atten-
tion to academe. This committee released its
report in September 2006, providing findings
and recommendations for recruiting, hiring,
promoting, and retaining scientists and engi-
neers. Research organizations, including the
NIH, are now reviewing the recommendations.

Reentry into Biomedical
and Behavioral Careers

In 1992, the ORWH developed a pilot program
to encourage fully trained women and men

to re-enter research careers after taking time
off to attend to family needs. The success of
this pilot program led to the expansion of

the program across the NIH. The ORWH Re-
Entry Supplement Program was reissued in FY
2004 and is currently supported by 23 NIH
ICs. This program provides administrative
supplements to existing NIH research grants
to provide full- or part-time research support
for individuals in programs geared to bring
participants’ research skills and knowledge up
to date. It is anticipated that at the completion
of the supplement, the scientists will be able
to apply for a career development (K) award
or for a research award. To date, the ORWH
has supported more than 50 women and men
through the re-entry program. Examples of re-
entry supplements from FY 2005-2006 include
the following:

Fred Hutchinson Cancer Research Center
The Role of Dab2 Tumor Suppressor

NIGMS Re-entry Candidate: Susan Veals-Onrust,
Ph.D. (Year 2 in 2005)

PI: Jonathan Cooper, Ph.D.

Dr. Onrust received her Ph.D. at NYU in 1992
and did a postdoctoral fellowship at UCSF.
She was absent from research for eight years.
Under the re-entry supplement, Dr. Onrust

is investigating the role of Dab2 as a tumor
suppressor. This project fits her background in
cell culture and biochemical skills.

Medical College of Georgia

Molecular Basis of Estrogen’s Dual Effects on Coro-
nary Arteries

NHLBI Re-entry Candidate: Mary Owen, Ph.D.
(Year 1 in 2006)

PI: Richard E. White, Ph.D.

Dr. Mary Owen obtained her Ph.D. from Medi-
cal College of Georgia in 1979. After two years
of postdoctoral training at UCLA, she became a
research assistant professor at the University of
Vermont Medical School. In 1984, Dr. Owen
became an Assistant Professor at the University
of Illinois at Rockford and in 1988 an associate
professor at Philadelphia College of Pharmacy
and Science. Dr. Owen took leave for seven
years and recently returned to the Georgia
campus of Philadelphia College. Before her
leave, Dr. Owen had been an active researcher
in the field of cardiovascular disease. Her
research was supported by the NHLBI and the
AHA. Her research under the re-entry program
will look at the molecular effects of estrogen
on coronary arteries.



Oregon Health and Science University
Steroid Responsive Mechanisms in the Ear
NIDCD Re-entry Candidate: Carol McArthur,
M.D. (Year 1 in 2006)

PI: Dennis R. Trune, Ph.D.

Dr. Carol McArthur received her M.D. from

the UCLA School of Medicine in 1984. She
completed her residency at UC Davis, and she
received a fellowship at the Harvard School of
Medicine in pediatric otolaryngology. In 1996,
she left academic medicine. In 2002, she rees-
tablished her clinical practice on a half-time
basis. At the same time, she began volunteering
in Dr. Trune’s laboratory in the otolaryngology
department. This supplement will facilitate her
re-entry into academic research by supporting
a study on how the ear responds to steroids.

Thomas Jefferson University

Bone Growth in Dental, Cranial, and Skeletal
Tissues

NIDCR Re-entry Candidate: Theresa Freeman,
Ph.D. (2005 and 2006)

PI: Irving M. Shapiro, Ph.D.

Dr. Freeman received her Ph.D. from the
University of Medicine and Dentistry of New
Jersey and Rutgers University in 1996. After
completing a brief postdoctoral fellowship at
New Jersey Department of Human Services,
she took a position as a research assistant
professor at the University of Pennsylvania.
After a seven year hiatus, she took a part-time
consulting position. In 2004, Dr. Freeman
was hired by Thomas Jefferson University as a
research associate where she provided support
to a large number of researchers. The re-entry
supplement will enable her to devote time to
her own research project on bone growth to
build a career in biomedical research.

UCLA Orthopedic Hospital

Biochemistry of Normal and Abnormal Variants of
Factors IX

NHLBI Re-entry Candidate: Madhu Bajaj, M.D.
(2005 and 2006)

PI: S. Paul Bajaj, Ph.D.

Dr. Madhu Bajaj received her M.D. in 1976
from Armed Forces Medical College in Poona,
India. She then completed residency and
fellowship training at the UC San Diego Medi-
cal Center and St. Louis University Medical
Center. In 1991, she was appointed assistant

FISCAL YEARS 2005 & 2006

professor in the Division of Pulmonary,
Critical Care and Occupational Medicine at

St. Louis University School of Medicine. She
received tenure in 2000 but needed to attend
to family matters. After a move to Los Angeles,
she was able to secure a clinical position as a
visiting professor at the University of Southern
California. However, she wished to reenter
research. This re-entry supplement will support
her study of the activation of factor IX by tissue
factor VIla in the extrinsic pathway of blood
coagulation.

University of Medicine and Dentistry of New
Jersey-Robert Wood Johnson Medical School
Treatment of Addiction to Nicotine in
Schizophrenia: Modifying MET for Use with

ASI Data

NIDA Re-entry Candidate: Adriana Cordal, M.D.
(2005 and 2006)

PI: Douglas Ziedonis, M.D.

Dr. Adriana Cordal received her M.D. in

1985 from the Universidad de la Republica in
Montevideo, Uruguay. She completed residen-
cies and fellowships at St. Luke’s Roosevelt
Hospital Center before beginning as a full time
academic faculty member at the University

of Medicine and Dentistry of NJ in 1994. In
2003, she joined the Robert Wood Johnson
Medical School faculty. Although having a
clinical position, Dr. Cordal wanted to pursue
an independent academic career in research.
This supplement will support her research on
nicotine addiction in schizophrenia.

Women'’s Reproductive Health
Research Career Development
Centers (K12)

The ORWH joined the NICHD in issuing an
RFA to invite institutional career award appli-
cations for Women'’s Reproductive Health
Research (WRHR) Career Development
Centers. These centers support research career
development for obstetrician-gynecologists
(ob/gyn) who recently completed postgradu-
ate clinical training and were commencing
basic, translational, and/or clinical research
relevant to women'’s health. The overall goal
of the program is to bridge clinical training to
research independence through a mentored
research experience leading to an indepen-
dent scientific career in women's reproductive

105



Report of the Advisory Committee on Research on Women'’s Health

106

health. The emphasis is on research relevant to
obstetrics and gynecology and/or its subspe-
cialties, including maternal-fetal medicine,
gynecologic oncology, reproductive endocri-
nology, and infertility. Related fields are also
appropriate, including adolescent gynecology,
urogynecology, and the reproductive health
of women with disabilities. Academic depart-
ments and mentors with established research
programs covering a broad range of basic and
applied biomedical and biobehavioral science
related to obstetrics and gynecology form the
intellectual and technical base for mentoring
junior faculty accepted into this program.

By June 2006, 33 new scholars had been
appointed to the program; 17 were appointed
in 2004 and 16 in 2005. The University
of Cincinnati, College of Medicine WRHR
Program hosted the May 2005 WRHR Schol-
ars’ Research Symposium and Directors’
Meeting. The Wayne State University WRHR
Program in Detroit hosted the June 2006
WRHR Scholars’ Research Symposium and
Directors’ Meeting. A new national WRHR
Web site is hosted by the University of Roch-
ester WRHR Program. Information on the
program is available online at http://www.
wrhrscholars.org/contact.html.

The ORWH co-funded with the NICHD
10 new WRHR Centers in FY 2005 and 2006.
Below is a brief description of each center.

Brigham and Women's Hospital/Harvard
Medical School

Development of Scholars in Ob/Gyn for the 21st
Century

PI: Robert L. Barbieri, M.D.

This continuing program builds on a long
tradition of investigation and teaching in
women'’s reproductive health. This program
makes available biomedical resources in the
extensive Harvard-affiliated system. The didac-
tic component along with the clinical breadth
and biomedical research capabilities of the
system provide a rich foundation for career
development. Individualized plans are created
for each scholar and could include enrollment
in a master’s degree or Ph.D. program. Assign-
ment to one of three career tracks based on the
scholar’s background optimizes the quality of
the research experience. Mentoring from both
research and academic career advisors creates a
cohesive plan to solidify career development.

University of Alabama at Birmingham
Ob/Gyn Faculty Research Career Development
Program

PI: John C. Hauth, M.D.

This center is based on a research infrastruc-
ture that can accommodate and sustain an
independent program dedicated to training
future generations of physician scientists.

This program is located in a division within
the Center for Research in Women's Health,
thereby allowing scholars access to other
research programs and senior mentors. The
center’s mission to maximize educational
opportunities complements the institution’s
plan to provide a resource-rich environment
for research training. This program offers a
formal, structured pathway for entry-level and
advanced scholars to acquire research skills
needed to become independent investigators.
A major strength of this program is the critical
mass of senior academicians with enhanced
interdisciplinary research skills, which benefits
the development of scientists hoping to
develop and sustain and independent research
careers.

University of California San Diego
Reproductive Sciences Research Career
Development Center

PI: Thomas R. Moore, M.D.

This center includes a flexible two-phase
program to accommodate the needs of schol-
ars with different scientific backgrounds and
experience. This program provides opportuni-
ties for creative interdisciplinary approaches to
diseases by bringing together basic scientists
and ob/gyn clinical collaborators interested

in women's reproductive health. Scholars

who enter this program have access to clini-
cal, translational, and basic science collabo-
rators with expertise that ranges from the
bench to bedside. This center has a Mentoring
Committee to ensure scholars are exposed

to an optimal research environment that will
sharpen their research skills as they move
toward independence. The program includes
required didactic courses and opportunities
for advanced degrees to round out the training
experience.


http://www.wrhrscholars.org/contact.html
http://www.wrhrscholars.org/contact.html

University of Rochester

Rochester Women's Reproductive Health
Research Program

PI: James R. Woods, M.D.

This center provides an outstanding pathway
for ob/gyn physician scientists to commence

a career in research. Scholars entering this
program complete a basic core of didactic
courses emphasizing clinical research design,
data processing and analysis, writing, and
ethics. This core curriculum provides impor-
tant skills for both clinical investigation and
practice. Given different levels of research
experience and preferences of the scholars, the
program offers two individualized tracks: labo-
ratory science and clinical science. The research
environment at this center offers a interdisci-
plinary research perspective and a population
of mentors who are experienced educators and
leaders in their respective fields. This program
has a history of success in training physician
scientists.

Baylor College of Medicine
Baylor WRHR Program
PI: Joe L. Simpson, M.D.

This center offers career development for
ob/gyn clinicians pursuing molecular research
related to women's reproductive health. The
program is a partnership involving the Baylor
College of Medicine and the M.D. Anderson
Cancer Center, which offers additional clini-
cal resources and laboratories. This program
includes a formal didactic curriculum consist-
ing of five required courses that complements
the mentoring portion of the program. Each
scholar has two mentors and an individualized
training plan designed with their professional
backgrounds in mind. The primary research
mentor’s role is to ensure the development

of solid investigative expertise. The second-
ary mentor’s role is to maintain the clinical
perspective and monitor academic progress.

University of Colorado Denver/HSC Aurora
Colorado WRHR Career Development Center
PI: Ronald S. Gibbs, M.D.

This center has a flexible plan focused on basic,
cellular, and molecular mechanisms as well as
translational research for scholars seeking an
independent research career in women'’s repro-
ductive health. The program has established
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milestones for advancement in the program.
Scholars are required to engage in an ongo-
ing dialogue with mentors and to successfully
complete the curriculum. Ultimately, scholars
will write research proposals. The institu-

tion is developing several core laboratory
facilities to assist scholars in the design and
implementation of their research projects. The
combined expertise of these cores will provide
the infrastructure to meet the challenges of
career development. This program has links
to the new interdisciplinary graduate program
in reproductive science. It is expected that this
center will foster interactions among scientists
and clinicians and offer scholars exposure to
multiple disciplines in a rich intellectual envi-
ronment.

University of North Carolina, Chapel Hill
RHR Career Development at UNC
PI: Robert C. Cefalo, M.D., Ph.D.

This center builds on the institution’s climate
of research growth and commitment to
patient-oriented translational research. The

PI has experience preparing physicians in
obstetrics and gynecology for careers in clinical
research and a track record of interdisciplinary
reproductive health research. One objective

of this program is to introduce new investi-
gators to large-scale collaborative research
teams. Mentor panels will be established so
scholars can access scientific expertise and
resources. The new Ob/Gyn Resource Core is
available to provide comprehensive services

to support the integration of laboratory meth-
ods into the scholars’ research projects. This
program includes a partnership with the More-
house School of Medicine to identify eligible
members of that ob/gyn faculty to participate
in this program. Didactic components and a
tailored training program increase the likeli-
hood of future research independence for
scholars participating in this program.

Northwestern University

Research Career Development in Obstetrics and
Gynecology

PI: Sherman Elias, M.D.

This center provides a custom-designed
research training and career development
plan for each scholar. Scholars are exposed
to research tools, graduate courses, and
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grant-writing skills. The program is designed
to accommodate scholars with a variety of
research backgrounds. The scholars enter a
basic science or clinical track based on their
interests and previous research experience. The
program provides access to a pool of experi-
enced basic scientists as well as translational
and clinical research mentors whose expertise
spans a wide spectrum of reproductive science
research. This group has an established track
record for training independent investigators.
The program'’s location in Chicago means that
it is surrounded by six medical schools, which
afford a large concentration of highly qualified
potential scholars.

Colombia University Health Sciences
Columbia University Center for Career Develop-
ment in Reproductive Sciences

PI: Mary D’Alton, M.D.

This ongoing center provides an opportunity
for scholars to learn experimental concepts
and techniques needed for an academic career
in research. Mentors come from the Center for
Reproductive Sciences within the Department
of Obstetrics and Gynecology. The program
has a history of combining basic investigation
and training with reproductive sciences. The
program recruits scholars who have an inter-
est in basic sciences. The underlying theme is
to maintain an essential clinical link to bridge
basic research and its application and rele-
vance to clinical principles related to women'’s
health. Clinical advisors are available to help
scholars achieve this linkage.

Women and Infants Hospital - Rhode Island/
Brown Medical School

Brown Medical School/ WIHRI Dept. of Ob/Gyn
WRHR Program

PI: Donald R. Coustan, M.D.

This center offers a flexible program to provide
each scholar with a core curriculum essential
for developing a career as an independent
investigator in women's health. The program
also provides a suitable mentor who can
provide guidance and expertise as well as a
research infrastructure appropriate for studies
on women'’s health. The scholars can capitalize
on a diverse group of senior scientific mentors
and supporting investigators providing
academic career advice. This program focuses

on the translation of basic research into
patient-oriented, clinical research to improve
women'’s health.

NIH Director’s Pioneer Award
(NDPA)

The NDPA supports individuals who intend

to pursue new research directions that are not
already supported by other mechanisms, espe-
cially scientists of exceptional creativity who
propose pioneering approaches to major chal-
lenges in biomedical and behavioral research.
In FY 2006, the ORWH provided full funding
($500,000) to Rosalind A. Segal, M.D., Ph.D.
of the Dana-Farber Cancer Institute. She is an
associate professor of neurobiology at Harvard
Medical School and a member of the Depart-
ment of Pediatric Oncology at the Dana-Farber
Cancer Institute. Dr. Segal received a Ph.D.

in cell biology from Rockefeller University

in 1985 and an M.D. from Cornell Univer-
sity Medical College in 1986. Her laboratory
focuses on the biology of brain tumors, prob-
ing the complex molecular machinery of the
developing brain. Dr. Segal’s research aims to
understand the mechanisms critical for normal
development of the nervous system and how
deregulated proliferation, migration, and
survival of cells can cause brain tumors and
other neurological diseases.

Achieving Excellence in Science
(AXXS): Reports of Workshops

The ORWH collaborates with a number of
professional and scientific societies to develop
programs for advancing women in science.
The ORWH, with the American Society for
Cell Biology (ASCB) and the NIEHS, convened
the Achieving Excellence in Science (AXXS ‘99)
workshop to explore the roles of basic science
societies in advancing research by building
the careers of women in science. Career activi-
ties span the predoctoral stage to the senior
scientist level. As a followup to the AXXS 99
workshop, the ORWH supported AXXS 2002,
a workshop to gather representatives of clini-
cal societies to discuss ways for the societies to
enhance the participation of women scientists
in the clinical research workforce. In 2005 and
2006, members of the AXXS working group
attended several annual meetings of profes-
sional and scientific societies, such as ASCB



and the Society for Developmental Biology
where they presented AXXS materials. The
workshop, held by the Committee on Women
in Science and Engineering (CWSE) of the
NAS, produced a report, AXXS 2002: Role of
Professional Societies in Advancing Women in
Science. Both reports from AXXS 99 and AXXS
2002 are available on the ORWH Web site at
http://www4.0d.nih.gov/axxs/.

Association for Women in Science
(AWIS) Seminar Series

In FY 2005 and 2006, the ORWH provided
support to the AWIS for its seminar series,
which focused on career development issues
for women. AWIS is dedicated to achiev-

ing equity and full participation for women
in science, mathematics, engineering, and
technology. The Bethesda Chapter of AWIS
was formed in 1991 and has grown to more
than 150 members. Its members are actively
engaged in scientific research, education,
administration, and policy activities and are
employed in federal agencies, academia, busi-
ness, and non-profit organizations. Seminars
addressed a number of topic relevant to
women in scientific careers, such as Making the
Leap from Postdoc to Science Writer; Opportu-
nities for Scientists in K-12 Science Education
as a Career or as a Volunteer; Challenge of the
Grand Challenges: A Career in Global Health
Research; Successful Career and Family: How
Do You Make It All Work; and Mentors: How
to Find One, How to Be One.

American Society for Cell Biology
(ASCB): Women in Cell Biology

The ORWH has worked with the ASCB to
address career issues of women in science.
The Women in Cell Biology (WICB) is a long-
standing committee of the ASCB that provides
year-round career support and advice. The
WICB responds to reports of discriminatory
practices, offers a speaker referral service to
help program organizers identify women
speakers, and produces monthly columns for
the ASCB newsletter. In addition, the WICB
has a traditional presence at the ASCB annual
meeting, providing networking and workshop
opportunities, which ORWH supported in FY
2005 and 2006.

FISCAL YEARS 2005 & 2006

Minority Faculty Student
Partnership (MFSP) Program
Workshops

The ORWH provides support each year for

the MFSP Program Initiative. These work-
shops are co-sponsored by the Foundation for
Advanced Education in the Sciences (FAES).
This program includes a series of one-week
lecture and “hands-on” laboratory training
workshops in different areas of biotechnol-
ogy. These lectures and workshops are topi-

cal and in great demand. The participants in
the MESP Program gain new insights into the
current thrust of biotechnology. Information
gained through this program can be taken
back to their institutions and integrated into
their programs. Approximately 25 students
participate in these workshops each year. Addi-
tional information on this program is available
online at: http://www.biotrac.com/MFSP/
MFSPhome.html.

Women in Science and Health Care
(WISH-net) Web Site

The ORWH, in collaboration with Public
Responsibility in Medicine and Research
(PRIM&R), established the WISH-net Web site
at http://wish-net.od.nih.gov/. PRIM&R is a
nonprofit organization based in Boston that
is working to improve the diversity of both
people and opinions in science and medicine.
The WISH-net Web site is dedicated to girls
and women interested in the field of science,
providing resources to support and encourage
those who may otherwise be discouraged from
pursuing a career in the sciences. WISH-net
seeks to inspire, mentor, and connect girls
and women of all ages in science and health
care. Throughout the site, WISH-net serves

as a vehicle for stimulating and sustaining
interest in scientific careers among school-age
girls; encouraging women who are pursuing
scientific study in college, doctoral programs,
or postdoctoral fellowships or training; and
supporting the commitment of women who
are working in biomedical fields. WISH-net
also promotes education, resources, profes-
sional and personal development, inspiration,
and mentoring to girls and women of all ages
and in all stages of their scientific journeys.
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ORWH]/Office of Science Education
(OSE) Women Are Scientists Poster
and Video Series

The ORWH and the NIH OSE have worked
together to provide educational resources for
precollege students and others who are interest-
ed in science and health. The series is designed
to stimulate the interest of girls in science at a
time when they are choosing academic courses
that may affect their career options. In the
middle-school years, many girls are discour-
aged from pursuing advanced levels of study
in math and science. This series is intended to
make them aware of the many interesting and
rewarding careers in the biomedical sciences
and the educational requirements necessary

to pursue them. The Women Are Scientists
video series consists of five videos, Women
Are Surgeons, Women Are Pathologists,
Women Are Researchers, Women Scientists
with Disabilities, and Women Are Dentists.
The Women Scientists with Disabilities and
the Women Are Dentists, the final ones in this
series, are under development. Additional
information about this series is available on the
NIH Web site at http://science.education.nih.
gov/women/scientists/index.html.

Intramural Program on Research on
Women's Health

The goal of the NIH Intramural Program on
Research on Women's Health (IPRWH) is

to serve as a focus point for all intramural
women'’s health research, including sex and
gender comparisons, with the Intramural
Research Programs (IRP) at the NIH. This
program supports the ORWH mission in that it:

» Promotes, stimulates, and supports efforts
to improve the health of women through
biomedical and behavioral research within
the ICs comprising the IRP;

» Enhances communication among and
recruitment of intramural researchers work-
ing on women'’s health; and

» Develops and communicates training
opportunities and recruits new clinical and
basic research trainees into the IPRWH.

The IRPWH also has an active lecture series,
which is described in the Outreach section that
follows.

Research on Women's Health
Fellowships

The ORWH and the IPRWH announced the
selection of the recipients of the first NIH
Women's Health Fellowships in Intramural
Women's Health Research in 2006. These
fellowships are funded through the Founda-
tion of the NIH, with donations from Battelle
and AstraZeneca, as the result of a new public-
private partnership. The Shared Postdoctoral
Fellowship, supported through a donation
from Battelle, was awarded to Suzanne C.
O’Neil, Ph.D., who is performing research
jointly at the National Human Genome
Research Institute (NHGRI) Social and Behav-
ioral Research Branch and the NCI. The Clini-
cal/Translational Fellowship, funded through
a donation from AstraZenaca, was awarded to
Shannon K. Laughlin, M.D., of the Epidemiol-
ogy Branch of the NIEHS in Research Triangle
Park, NC.

Graduate Partnerships Program
Fibroid Fellowship

The Graduate Partnerships Program Fibroid
Fellowship, which is supported by the ORWH
and the NICHD, was established to provide
for the support of continued studies of uter-
ine fibroids. This fellowship was awarded to
Chantal Mayers, who is participating in the
Johns Hopkins University Graduate Partner-
ships Program. The Graduate Partnerships
Program (GPP), established in 2000, links the
NIH Intramural Research Program with Ph.D.
programs at U.S. and international universities.
Chantal Mayers is a graduate of Salisbury State
University, where she discovered her inter-

est in research. After graduation, she sought
and was awarded one of the highly competi-
tive postbaccalaureate Intramural Research
Training Awards with Dr. James Segars in the
NICHD. After three years of research with

Dr. Segars and colleagues at the Uniformed
Services University of the Health Sciences,
Chantal joined the Johns Hopkins Graduate
Partnerships Program to pursue her Ph.D. This
scholarship enables her to continue her work
with Dr. Segars.


http://science.education.nih.gov/women
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Report from Second Task Force on
the Status of Intramural Women
Scientists

The ORWH supported the updated survey

of the Second Task Force on the Status of
Intramural Women Scientists to look at the
composition of tenure-track and tenured
senior investigators and to determine the need
for mentoring and support networks. This
study updated the areas covered in the first
study conducted in the early 1990s, includ-
ing communication, visibility, pay equity,
tenure-track plan, and tenure. In addition, the
second task force has identified impediments
to the recruitment of women into tenure-track
investigator positions and tenured senior
investigator positions at NIH. The task force
has also looked at impediments to the reten-
tion and tenure of female tenure-track inves-
tigators. In addition, it examined career tracks
and appointment mechanisms chosen by men
versus women and the underlying reasons for
the choices. They are making recommenda-
tions for administrative and structural changes
to correct identified problems.

Office of Intramural Training and
Education Programs

The ORWH provides support for a series of
annual training and education programs
run by the Office of Intramural Training and
Education (OITE). Each year, the OITE has
provided several programs of importance
to women seeking careers in science. These
courses provide skills to scientists interested
in research, including research on women's
health and sex/gender factors. Examples of
OITE workshops and the skills they seek to
build follow.

SURVIVAL SKILLS WORKSHOPS FOR
POSTDOCTORAL FELLOWS

» Curriculum Vitae (CV)/Resume Writing—This
included a workshop that focused on the
development of resumes and CVs that
maximize an individual’s training and expe-
rience.

» Grant Workshop—This workshop covered
the preparation and submission of research
grant proposals as well as the review and
funding process. Participants were provided

FISCAL YEARS 2005 & 2006

with a wealth of information and strate-
gies that will be invaluable to fellows as
they seek funding support to begin their
academic careers.

» Negotiating—Participants learned the skills that
are necessary when negotiating a job offer.

» Job-Hunting—This workshop covered when
and how to seek career opportunities; what
employers look for; researching positions;
writing effective cover letters, CVs, resumes,
statements of interest, and letters of recom-
mendation.

CAREER SERIES ON BIOMEDICAL RESEARCH
CAREERS FOR POSTDOCTORAL FELLOWS

The ORWH sponsored three OITE workshops
that described careers that would enable
fellows to utilize their biomedical research
training. This career series is available each

year to intramural postdoctoral fellows.

» Careers in Patent Administration—This work-
shop focused on career opportunities in
patent administration for individuals with
scientific training.

» Teaching at a Small College and a Large
University—This workshop compared the
differences between academic life at small
colleges and large research universities.

» Careers in Bio-Defense—This workshop
focused on emerging scientific career
opportunities in bio-defense.

SCIENCE COMMUNICATION COURSES FOR
POSTDOCTORAL FELLOWS

The ORWH provides essential support to the
NIH Office of Education to provide programs
to foster the professional development of
postdoctoral fellows in both basic and clini-
cal sciences. Written and oral presentation of
research findings is key to a successful career in
research. The following courses teach fellows
how to communicate their findings to scientific
and lay audiences.

» Writing about Science—This class, taught
by the editor of the Journal of the National
Cancer Institute, taught fellows how to write
articles suitable for publication in peer-
reviewed scientific journals. Participants
learned how to write a research paper using
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their own laboratory data. During the
course, they critiqued the work of others
and learned about responsible authorship,
the process of publication, dealing with
editors and reviewers, and other issues
related to scientific writing.

Speaking about Science—This course provided
participants with information on how to
become an exemplary speaker, to excel

in job interviews, and to deliver scientific
presentations using visual aids, including
video feedback.

» Advanced Speaking about Science—This course

has assisted fellows in building on the
lessons of the introductory course, provided
vocal and other technical instruction,
discussed new methods of presentation,
and offered a forum for indepth assistance
on the individual needs of the participant.

Improved Language Skills—This course was
offered to first-year Visiting Fellows to
enable them to improve the English skills
needed for future professional develop-
ment. The curriculum covered scientific
vocabulary, diction, articulation, verbal
pace, and general guidelines for speaking
before a group.

JOB FAIR FOR POSTDOCTORAL AND
CLINICAL FELLOWS

» The ORWH provides support to OITE for

the NIH Annual Job Fair, at which more
than 800 postdoctoral, research, and clini-
cal fellows participate. The NIH Annual Job
Fair is held in conjunction with the NIH
Research Festival, which brings in compa-
nies that have biomedical research jobs
available.

CAREER ENHANCEMENT SEMINARS FOR POST-
BACCALAUREATE TRAINEES

» The ORWH supports the OITE Career

Enhancement Seminars that are designed

to assist postbaccalaureate trainees as they
prepare for careers in research. Topics of the
seminars include speaking about science,
presenting scientific data on posters, prepar-
ing for the MCAT and GRE tests, and taking
the Myers-Briggs personality inventory.

POSTER DAY FOR POSTBACCALAUREATE
TRAINEES

» The ORWH provides support for the annual
Poster Day for NIH postbaccalaureate train-
ees, which showcases the work of postbac-
calaureate trainees who represent NIH ICs
as they present their research accomplish-
ments to the NIH scientific community.

PREMED ADVISING WORKSHOP FOR
POSTBACCALAUREATE TRAINEES

» The OITE Premed Advising Workshop for
postbaccalaureate trainees who plan to
apply for admission to medical school and/
or M.D./Ph.D. programs is supported by
the ORWH. The workshop provides infor-
mation and helpful tips to follow during
the admissions process.

ORWH-FOUNDATION FOR ADVANCED
EDUCATION IN SCIENCE (FAES)-NIH HIGH
SCHOOL STUDENT SUMMER PROGRAM

The ORWH provides support for the ORWH-
FAES-NIH Summer Program that is open to
high school students from the D.C. metro-
politan area. Students are selected on the
basis of academic achievement, aptitude, and
interest in a future career in science. Each
student is assigned an advisor who provides
guidance and assists in placing the student in
an appropriate laboratory. Selected students
work in a research laboratory at the NIH and
have an opportunity to become involved in
ongoing research projects. Each week during
the summer, the students meet as a group for
a lunch-time session where six to eight make
presentations on their research. The presence
of NIH senior scientific staff at the lunch-time
sessions ensures a lively discussion of each
presentation and helps the students put each
research project into a broader biomedical
context. All the students are expected to pres-
ent posters at the NIH Summer Student Poster
Presentation day. Thus, they learn not only
how to carry out a research project, but also
how to communicate their results to other
scientists. The ORWH is providing support for
this program.



NIH-ISRAEL PROGRAM FOR ISRAELI
PREDOCTORAL BIOMEDICAL RESEARCHERS

The NIH-Israel Program for Israeli Predoctoral
Biomedical Researchers program exposes pred-
octoral Israeli students at the Sackler Medical
Faculty at Tel Aviv University (TAU) to the
leading research programs in women'’s health
at the NIH in cooperation with the OIR, the
FIC, and the ORWH through the Graduate
Program Partnerships Program. The program
facilitates and enhances biomedical research in
Israel, the Middle East, and the United States,
establishes scientific collaborations between
Israel and the NIH, and trains promising
students for postdoctoral studies at the NIH.
Each year, a joint TAU-NIH committee chooses
approximately five of the best students to join
the program. These students then perform
research in the Israeli laboratory for 10 months
each year and in the NIH laboratory for two
months each year for a total of three years. The
students that participated in the program have
covered many aspects of cutting-edge research
with a special emphasis on women'’s health.

FELLOWS AWARD FOR RESEARCH EDUCATION
(FARE)

The ORWH provides support for FARE awards,
which were established by the NIH Fellows
Committee in 1994 as a mechanism for
promoting and recognizing research excel-
lence. All graduate students and postdoc-

toral fellows with less than five years research
experience at the NIH are encouraged to
submit abstracts to the FARE competition. The
abstracts are evaluated anonymously by study
sections composed of tenure-track and tenured
NIH investigators, prior FARE winners, and
other fellows. They are reviewed on the basis
of scientific merit, originality, experimental
design, and overall quality. The first authors
of the top 25 percent of the abstracts in each
study section are recognized as FARE winners.
Each receives a $1,000 travel award to be used
to present work at a scientific meeting during
the fiscal year. The ORWH provided $50,000
per year to support 50 FARE awards in both FY
2005 and 2006.

FISCAL YEARS 2005 & 2006

CONFERENCES
AND WORKSHOPS

ORWH-sponsored Research
Planning and Development
Conferences

During FY 2005 and 2006, the ORWH co-
funded several scientific conferences and
research planning workshops. The Office also
sponsored several lectures during this period,
including the 10th Annual John Diggs Lecture.
Workshops and conferences supported by the
ORWH are described below.

2005: Summary of Conferences
and Workshops

NIH Family Hormonal Health Symposium:
Pituitary Disorders

October 2004

NICHD

At the beginning of FY 2005, the ORWH, in
conjunction with the NICHD, the Pituitary
Network Association, and the National Naval
Medical Center, convened a symposium on
hormonal health. The purpose of the sympo-
sium was to increase awareness and scien-
tific understanding of pituitary disorders to
promote early diagnosis, disseminate knowl-
edge on state-of-the-art treatments, and pique
the interest of the research community about
the pathophysiology of these complex disor-
ders and their many ramifications. Abnormal
hormone production caused by tumors of
the pituitary gland has severe and debilitat-
ing effects on growth, reproductive and sexual
function, and neuroimmune function as well
as devastating effects on the patient’s psycho-
logical state and psychosocial interactions.
Findings from this meeting were incorpo-
rated into an ORWH publication titled Family
Hormonal Health, which is currently being
printed.

Advances in Uterine Leiomyoma Research:
Second NIH International Congress
February 2005

NICHD

Uterine leiomyoma (fibroids) are the most
common gynecologic neoplasm in women
of reproductive age. As the number one
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cause of hysterectomy, they have a profound
negative impact on women'’s health. Uterine
leiomyoma are hormonally dependent and,

as such, are a potential target for endocrine-
active compounds in the environment. The
goal of this conference was to bring together
researchers working in the fields of biomedi-
cine, epidemiology, basic research, therapeu-
tics, and translational medicine to foster an
exchange of scientific information on uterine
leiomyoma research. The conference, which
was organized by the ORWH, brought together
both the research and health care communi-
ties. Participants represented academia, medi-
cine, industry, and government, including
scientists from the AHRQ. Topics addressed at
the conference covered clinical experience and
therapeutic strategies, epidemiology, clinical
trials, pathogenesis of smooth muscle tumors,
and molecular and genetic characteristics. This
conference provided a forum to update the
scientific agenda on leiomyoma research.

Health Disparities in Infertility
March 2005
NICHD

This conference, which was organized by the
NICHD and co-sponsored by the ORWH,
addressed infertility. According to reports from
the American Society for Reproductive Medi-
cine, infertility is a major public health prob-
lem that affects up to 10 percent of Americans
of reproductive age. However, very few studies
have looked at the prevalence of infertility and
receipt of related services by minority and low-
income populations. This conference brought
together clinicians from the NICHD’s repro-
ductive sciences portfolio and demographers
from the Demographic and Behavioral Scienc-
es Branch (DBSB) portfolio to discuss research
issues, which are summarized in the confer-
ence report. The NICHD plans to convene
another meeting of a broader representation
of scientists working in infertility to assess the
state of the science on this topic. The NICHD
encourages interdisciplinary collaborations.

Fourth International Symposium on the
Intraductal Approach to Breast Cancer
March 2005

NCI

This symposium was designed to encour-

age experts from a variety of relevant fields

to bring their knowledge to bear on issues
related to abnormalities found in intraductal
cells associated with invasive breast cancer.
The conference was sponsored by a number
of organizations, including the Susan Love
Foundation, the NCI, and the ORWH. The
Susan Love Foundation is making an effort to
reduce the impact of breast cancer by facilitat-
ing the dissemination of research findings and
by supporting innovative research responsive
to the breast cancer constituency at-large. The
meeting included presentations from an active
and growing network of investigators working
on intraductal approaches to studying breast
cancer. This symposium was part of a series of
meetings to address this important topic.

Sixth International Symposium
on Osteoporosis

April 2005

NIAMS

This meeting was sponsored by a number of
organizations, including the NIAMS and the
ORWH, and was convened in Washington,
DC. The main goal of this conference was to
gather individuals interested in the treatment,
research findings, and public health issues
related to osteoporosis. Presenters shared their
latest research findings and discussed impor-
tant issues related to treatments that may be
developed in the future as well as new public
health directions for osteoporosis.

Fourth International Conference
on Cervical Cancer

May 2005

NCI

This conference on cervical cancer was orga-
nized by the NCI and sponsored by a number
of organizations, including the ORWH. The
goal was to provide an update on research in
cervical cancer by bringing together leaders
from the multiple disciplines involved with all
aspects of cervical cancer causation, preven-
tion, and screening. Objectives of the confer-
ence included:



» Description of the molecular epidemiology
of cervical cancer;

» Discussion of optical techniques for screen-
ing and detection of cervical cancer;

» Description and discussion of chemoradia-
tion for cervical cancer; and

» Enumeration and discussion of behavioral
interventions for cervical cancer.

Addressing Health, Educational and
Socioeconomic Disparities of Children
in Immigrant Families

May 2005

NICHD

The purpose of this workshop, which was
organized by the NICHD with support from
the Office of Behavioral and Social Science
Research (OBSSR) and the ORWH, was to
encourage interdisciplinary research on chil-
dren in immigrant families. Social scientists
contributed to a number of areas related to this
topic, including legal and policy constraints
related to access to health care; important
ethnic, cultural, linguistic, and economic
differences across racial/ethnic groups;
patterns of migration into and within the U.S.;
and issues affecting children’s access to health
care and education. Developmental scientists
addressed children’s developmental trajecto-
ries, including individual variation in develop-
ment and age-specific language skills. Research
on children from immigrant families could be
enhanced if the expertise of both social scien-
tists and behavioral scientists are included in
that research.

Gordon Research Conference on
Calcium Signaling

July 2005

NIDCR

This biennial conference was convened in
association with the complementary meeting
of the Federation of the American Societies for
Experimental Biology (FASEB) and received
support from the NIH, including the ORWH.
The conference location alternates between
Europe and the U.S. This conference on calci-
um signaling provided a premier forum for
scientists from diverse backgrounds to review
exciting new developments in this area of

FISCAL YEARS 2005 & 2006

research. The program included presentations
from those scientists who were most active

in the field but who had not presented at the
most recent meeting of the Gordon Research
Conferences or FASEB. The size of this confer-
ence was limited to 140 to emphasize and
facilitate interactive discussions and lively
scientific debate. There were eight break-out
sessions with chairs selected to promote active
discussion and one plenary session. Posters
were a key feature of the conference. Most
attendees presented posters during afternoon
sessions; eight posters were selected for presen-
tation as a talk. The focus of the conference
was on the structure and function of proteins
involved in calcium signaling and how they
relate to our understanding of disease states.
Sessions were devoted to the spatial orga-
nization of calcium signaling, the structure
and function of intracellular and plasma
membrane calcium channels, the roles of TRP
proteins in normal and disease states, the roles
of calcium in secretion and vascular function,
and decoding calcium signals. These topics
are of important to a range of diseases and
conditions, including neurodegenerative and
cardiovascular disease, aging, cancer, sensory
disorders, and immunological diseases.

Sjogren’s Syndrome
September 2005
NIDCR

The workshop on Sjogren’s syndrome was
organized by the Sjogren’s Syndrome Founda-
tion and was co-sponsored by several organi-
zations, including the NIDCR, NCI, NIAID,
the Office of Rare Diseases (ORD), and the
ORWH, as well as several private sector orga-
nizations. This workshop focused on basic
research on this syndrome. It was designed to
foster the exchange of scientific data and cata-
lyze discussions about potential triggers in the
transition from autoimmunity to lymphoma.
It also sought to generate fresh and novel
concepts by bringing in speakers from a vari-
ety of related fields, including researchers in
immunology, autoimmunity, and oncology.
A clinical overview of the current treatment
and knowledge about the close link between
Sjogren’s and lymphoma set the stage for
subsequent discussions about basic scientific
questions surrounding that link. To inspire
young investigators to undertake basic research
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related to the lymphoma-autoimmune transi-
tion, each speaker was invited to select a partic-
ularly talented investigator from his or her
laboratory to attend and participate in work-
shop discussion and present posters during a
special session.

2006: Summary of Conferences
and Workshops

The Women's Health Initiative (WHI) Legacy
to Future Generations of Women

February 2006

ORWH/NHLBI

This conference was sponsored in conjunc-
tion with the NHLBI and the ORWH and

was convened in Bethesda, MD, on the NIH
campus. The WHI is a landmark study in
women's health and has important public
health implications about the menopause
and aging for women now as well as for
future generations of women. This conference
addressed many important findings from this
study and included all center directors and PIs.
Topic addressed included:

» Presentations on the results for the WHI
dietary modification and calcium/vitamin
D clinical trials;

» Findings from the two hormone trials,
which had been released earlier;

» A synthesis of complex information gener-
ated from the WHI observational study and
all four clinical trials;

» Discussions about the significance of the
WHI findings for postmenopausal women’s
health;

» Recognition of the important contributions
of the more than 161,000 women who
participated in the WHI; and

» Overview of future WHI efforts, including
opportunities for scientific collaboration,
analysis of biospecimens, and the WHI
Extension Study.

Developing New Standards for Autoantibody
Measurement: Bringing Metrology to Serology
February 2006

NCI

Two of the largest health problems in the U.S.
are autoimmune diseases and cancer, which,
when combined, affect almost half of all Amer-
icans. Measuring circulating autoantibodies

is an important part of clinical medicine, and
there are many FDA-approved autoantibody
tests that are currently available. The central
technical feature shared by all autoantibody
diagnostic assays is the capture of autoantibod-
ies from serum using immobilized autoanti-
gen. However, substantial variability in these
tests has led to confusion about results and,
therefore, questions concerning their utility in
the diagnosis of disease. Currently, there are
no autoantigen standard reference materials

or standardized protocols. Moreover, there is
little coordination among diagnostic develop-
ers, clinicians, and regulators regarding stan-
dards and best practices related to these tests.
This workshop, which was convened by the
National Institute on Standards and Technolo-
gy (NIST), brought together leaders in autoan-
tibody diagnostics, diagnostic testing, clinical
laboratory medicine, and regulatory affairs to
identify the fundamental and common metrol-
ogy issues that underpin most antibody-based
serodiagnostics. In addition, the workshop
fostered partnerships and collaborations to
develop the infrastructure and science needed
to improve autoantibody-based diagnostics.
This workshop was sponsored by the NIST, the
NCI, the ORWH, and the American Autoim-
mune Disease Association.

Indigenous Suicide Prevention Research
Programs in Canada and the United States
February 2006

NIMH

This conference was organized by the NIMH,
the Indian Health Service, Health Canada,
and the Canadian Institutes of Health and
held in Albuquerque, NM. It was supported
by a number of sponsors, including the NIH
ORD, ORWH, OBSSR, NIDA, NIAAA, and the
National Library of Medicine (NLM), as well
as other U.S. agencies, such as the Substance
Abuse and Mental Health Services Adminis-
tration (SAMHSA). The conference brought



together representatives from research, service,
community programs, and governments from
a range of countries, tribes, and villages located
in Canada, the U.S., and U.S. territories.
Presentations illuminated the current state of
knowledge concerning indigenous people and
efforts related to suicide prevention. Although
suicide rates in young, indigenous males are
among the highest in the U.S. and Canada, the
rates vary dramatically across communities.
Conference attendees were asked to address
what research efforts, from the communities’
perspectives, are need to better address this
tragic outcome that is very relevant to health
disparities. Participants established a commu-
nication network to continue to share informa-
tion about suicide and suicide prevention.

Progesterone Receptor Modulators and the
Endometrium: Changes and Consequences
April 2006

NCI

This conference was organized by the NCI and
convened in Bethesda, MD. The goal was to
develop recommendations for regulatory inter-
pretation of endometrial changes with chronic
progesterone receptor modulator (PRM)
treatment and to discuss what these recom-
mendations might mean for future research.
Questions were raised related to the validity of
the concept of unopposed estrogen (E2) as an
interpretation of endometrial response to treat-
ment with PRMs. Conference topics included

a review of the evidence regarding endome-
trial safety, classification of PRM endometrial
effects, and methods to monitor endometrial
safety in clinical trials and in clinical practice.

North American Integrative Medicine
Conference

May 2006

NCCAM

The intent of this conference was to present
the highest quality, peer-reviewed research in
the field of complementary and alternative
medicine (CAM). It was considered a major
forum for CAM researchers in North America
to gather and exchange ideas and data. The
conference was sponsored by a number of
organizations, including the NCCAM and the
ORWH, and was attended by more than 600
researchers and CAM practitioners. The confer-
ence showcased original scientific research
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through keynote and plenary presentations,
oral and poster presentations, and innovative
interactive sessions. Presentations addressed
basic science, clinical research, research meth-
ods, health services research, and education as
it relates to CAM.

Regulation of Inflammatory Responses:
Influence of Sex and Gender

September 2006

ORWH/NIAID

This workshop, which was co-sponsored by
the ORWH and the NIAID, focused on the
regulation of inflammatory responses and the
influence of sex and sex-steroids on inflam-
matory responses. Managing these responses
may influence disease risk. Participants at this
workshop evaluated existing knowledge and
concepts related to inflammation with the goal
of developing innovative approaches to the
prevention and treatment of acute and chronic
diseases. They identified gaps in knowledge
and research questions to be addressed in
future research.

Meharry-Vanderbilt Alliance 4th National
Health Disparities Conference: Why Our
Babies Die

September 2006

NICHD

This three-day conference attracted approxi-
mately 200 investigators and physicians from
across the country to discuss current research
efforts on the disparities of infant mortality
and morbidity in the U.S. This conference,
Why Our Babies Die, was convened in Nash-
ville, TN, and emphasized prevention efforts.
Tennessee is ranked 48th in the nation in
infant survival, and the state’s preterm birth
rate is 47th in the U.S. Members of the local
research and clinical population wanted to
address these critical problems at this confer-
ence. This conference was sponsored by the
NICHD, the ORWH, and other NIH entities
as well the March of Dimes, Adeza Biomedi-
cal, Matria Healthcare, and Governor’s Office
of the State of Tennessee. This support was
critical to keep registration fees low for the
many attendees from nonprofit agencies and
health centers that serve medically underserved
communities.
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Fifth International Symposium on Hormonal
Carcinogenesis

September 2006

NCI

This symposium focused on hormonal carci-
nogenesis in breast, prostate, ovarian, endo-
metrial, colon, and lung cancers. INSERM, the
French national health and medical research
institute, organized the meeting and received
support from the NCI and other organiza-
tions. It was held in Montpellier, France. The
symposium addressed: (1) cellular origins of
endocrine-related cancers, (2) mitotic kinases,
centrosome amplification, and genomic
instability, (3) new developments in steroid-
receptor interactions, (4) risk assessment and
relevant biomarkers for early disease, (5)
novel strategies for prevention and treatment
of endocrine-related cancers, (6) hormone
dependency versus hormone independency,
and (7) emerging fields in hormones and
colorectal and lung cancers. Three state-of-the-
art lectures were given during this conference.
These lectures were titled Self-Renewal and
Cancer Stem Cells, Ovarian Cancer: Linking
Genomics to New Target Discovery and Molec-
ular Markers: The Way Ahead, and Aurora,
Polo, Nek, Cdk1 the Mitotic Bodyguards. Dr.
Vivian W. Pinn, Director of ORWH, gave a
special lecture on Women'’s Health Research:
Perspectives from the National Institute of
Health.

FMR1 Premutation and Premature Ovarian
Failure: Worldwide Community Guideline
Development

October 2006

NICHD

Increasingly, clinicians are responsible for
engaging patients in discussions regarding
available genetic tests, the results of which
may have major implications for other family
members. Premutations in the fragile X mental
retardation 1 gene (FMR1) have been linked
to altered ovarian function that may present
as infertility, with low response to gonadotro-
pin therapy, diminished ovarian reserve, or
premature ovarian failure. This meeting, which
was initiated by the NICHD, brought together
recognized experts to present current perspec-
tives on the management of women who may
have altered ovarian function possibly related

to an FMR1 premutation. Representatives
from advocacy associations were invited to
give presentations on community perspectives
on this issue. Participants identified a need

to establish standardized clinical definitions,
terminology, and testing recommendations

to facilitate research in this area. The meet-
ing concluded with an open discussion of the
proposed Worldwide Community Develop-
ment Guidelines.

2006 NIDDK International Symposium:
Frontiers in Painful Bladder Syndrome
and Interstitial Cystitis

October 2006

NIDDK

This symposium, which was organized by
the NIDDK, focused on the current state of
research and clinical treatment for painful
bladder syndrome and interstitial cystitis.
The goals of the meeting included increasing
scientific awareness of interstitial cystitis and
its treatments, providing a forum to discuss
the definition and etiology of interstitial
cystitis and painful bladder syndrome, and
exchanging information and ideas on current
and future research to treat this disease and
its symptoms. Plenary talks, selected short
talks, and a poster session provided a forum
for interactions among investigators working
across these areas.

Other Activities

The Science of Sex and Gender in
Human Health: An Online Course

In June 2006, the ORWH, in collaboration
with the FDA’s OWH, launched a new online
course titled The Science of Sex and Gender in
Human Health. The course offers participants
scientific information on the major physiologi-
cal differences between the sexes, the influ-
ence of these differences on illness and health
outcomes, and their implications for policy,
medical research, and health care. Designed for
researchers, clinicians, academics, and students
in health professional schools, the course
builds on the IOM report, Exploring the Biologi-
cal Contributions to Human Health: Does Sex
Matter? (National Academy Press, Washington,
D.C.: 2001.) This report received support from
the ORWH, the DHHS OWH, the FDA, the



Society for Women's Health Research, and
other federal and private agencies, and it was
issued in 2001.

The course, which is free to the public, is
self-administered. It is composed of six lessons
that cover the definitions of sex and gender,
the development and implementation of feder-
al research regulations, cell physiology, devel-
opmental biology, pharmacodynamics and
pharmacokinetics, and clinical applications
of genomics. The course is available online at
http://orwh.od.nih.gov/ and is approved for
six AMA PRA Category I TM credits. Partici-
pants who complete the course receive a certifi-
cate from the NIH.

Since its launching in June 2006, 1,712
people have registered for this course during
the first four months. Based on informa-
tion on their Internet service providers, 273
registrants came from government agen-
cies, 350 from educational institutions, 122
from other organizations, and the remainder
from unspecified organizations. Thus far,

294 participants have completed the course.
Thirty-eight of those completing the course
hold medical degrees; 152 are non-M.D.s, and
104 did not seek credit. CME evaluations were
submitted by 245 of the 294 individuals who
completed the course. Their average score was
4.16 on a 5 point scale. This indicates that they
met the course objectives. In addition, writ-
ten comments and suggestions submitted by
participants were quite favorable. It should be
noted that to complete the course, participants
were required to score 70 percent or higher on
the quiz for each of the six lessons. The second
course module is currently in development. It
will apply the basic concepts presented in the
initial course to specific conditions where sex
differences play a significant role. The develop-
ment of this module will be informed by infor-
mation provided through the course evaluation.

PUBLIC INFORMATION
AND OUTREACH

The ORWH works in partnership with the
NIH ICs, other federal agencies, and various
national, state, and community organiza-
tions utilizing a variety of outreach efforts
to disseminate information on research on
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women's health. Working together, the ORWH
and its partners ensure that timely and relevant
information is distributed to advocacy groups,
public and private institutions, and concerned
individuals interested in women'’s health
research. Outreach through ORWH advocates
is a central method to disseminate the latest
information and research findings on women's
health. The ORWH also provides science-based
information on women's health research to
the public, health professionals, voluntary
organizations, and other key stakeholders. The
goal is to encourage women and clinicians to
seek and use information from research on
women's health and to see the ORWH as a
central resource at NIH on women's health
research.

Two important publications were produced
in 2006, the ORWH's resource guide, My
Health, My Year, My Future and Women of Color
Health Data Book Edition 2. Subsequently,
20,000 copies of the resource guide were
distributed within the first six months after
publication. This document brings together
current information from a variety of sources
into one easy-to-use tool, addressing common
health problems of women across their life
span and practical steps they can take to
improve their health.

The ORWH Director made approximately
40 presentations per year in 2005 and 2006
in a wide variety of venues, including annual
meetings of the American Psychological
Association, the American Heart Association,
the National Medical Association, and the
American Dental Education Association.

The ORWH Director spoke at the Meharry
Medical College where she received an
honorary degree. ORWH staft attended
more than 25 meetings in a year, making
presentations at approximately half of these
meetings. For example, in 2005, ORWH
staff participated in a meeting on suicide,
titled Providing a Conceptual Framework in
Suicide Prevention: Moving from Risk Factors to
Programs. Discussions focused on defining
and disseminating information on the most
effective methods of suicide prevention for
different points in the life cycle. The ORWH
strives to reach all socioeconomic groups of
women, including underserved populations,
such as racial or ethnic minority groups,
women of all ages, and women living in both
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urban and rural areas. In FY 2006, the ORWH
distributed more than 48,000 publication
materials, some of which were distributed

at more than 40 events throughout the U.S.,
including Washington, D.C., Maryland,
Virginia, Texas, and Colorado.

Outreach to minority communities contin-
ues to be an area of focus for the ORWH.
Utilizing a multipronged approach, the Office
provides information, guidance, and direction
to minority groups and organizations, assisting
these communities in addressing health care
needs for women. As an important component
of outreach to minority communities, ORWH
staff attends conferences and meetings, such as
the Harvard Diversity Forum Conference, the
National Hispanic Medical Association Confer-
ence, the Black Scientist Committee meeting,
and the National Medical Association. The
ORWH works in collaboration with many
health advocacy community minority health
organizations to disseminate information on
specific health issues addressing women in
their communities, the importance of includ-
ing minority women as subjects in clinical
research, and current information generated
from research funded by NIH. Fifty percent
of the events distributing ORWH materials,
which are referenced above, were directed at
minority communities, including the Heaven
Project: Healing the Whole You in Atlanta,

GA; Howard University; the Women's Health
Institute in Washington, DC; Telemundo's
Feria de la Familia and National Latinas Health
Summit in Washington, DC; Bronner Broth-
ers International Hair Show in Atlanta, GA;
Delta Sigma Theta Health Fair in Washington,
DC; and the National Medical Association in
Dallas, TX. The third edition of the Women of
Color Health Data Book was updated in 2006
and widely distributed. A Spanish translation
of this most recent edition was completed.
Women of Color contains information about
many women's health issues, including those
of particular interest to minority women, such
as cancer, diabetes, obesity, cardiovascular
disease, and infectious diseases. This docu-
ment contains important data and informa-
tion on factors affecting the health of minority
women, including social and economic condi-
tions, education, access to health services, and
their associations with health outcomes. These
and other ORWH and NIH documents inform

the public of the NIH efforts to reach out to
the minority community with techniques for
recruiting and retaining minorities and women
in clinical research.

The ORWH participates in several organi-
zational and interagency committees, confer-
ence planning, and information dissemination
activities on current research funded by the
NIH. ORWH staff also provides services to
other organizations, serving, for example, on
the NIH OIR Combined Neuroscience IRB,
which meets twice a month. In 2005 and 2006,
the ORWH distributed materials throughout
the country to public and private organiza-
tions and universities, such as the Mayo Clinic,
Howard University, Health Centers of North-
ern New Mexico, Oregon Health and Science
University, Wisconsin Women'’s Health
Foundation, University of Virginia Medical
School, Utah Navajo Health System, University
of Mississippi Medical Center, the Washing-
ton Hospital Center, the Office of Women's
Health at the Centers for Disease Control and
Prevention, and the DHHS Office of Women'’s
Health Centers for Excellence. For example,
the ORWH contributed funding to the NIAAA
to support the Governors’ Spouses Initiative
to Curb Underage Drinking. The ORWH also
participated in the annual meeting of the Pitu-
itary Network Association. Findings from this
meeting were incorporated into an ORWH
publication titled Family Hormonal Health,
which is currently being printed.

The ORWH also provided materials for
the following professional conferences: the
National Medical Association, the National
Latinas Health Summit, Howard University
Women's Health Institute, Telemundo’s Feria
de la Familia, the National Hispanic Medical
Association, Public Responsibility in Medicine
and Research (PRIM&R), and Delta Sigma
Theta Sorority.

In addition to presenting many speeches on
women's health research to various groups, the
ORWH meets with numerous representatives
of the scientific and advocacy communities.

In 2005 and 2006, the ORWH exhibited and
provided women's health information at the
National Women’s Health Week, the National
Woman's Heart Day, Sister to Sister Founda-
tion, the Women's Health Initiative (WHI)
Legacy to Future Generations of Women,

the Office of Behavioral and Social Sciences



Research (OBSSR) 10th Anniversary, NIH

IC of the Month, the North American Meno-
pause Society, and the Montgomery County
Women's Fair. For example, the Sister to Sister
Foundation’s campaign titled Everyone Has a
Heart reached more than 21,000 attendees at
their kick-off meetings in 12 cities across the
U.S., screening more than 8,000 for risk factors
for heart disease. Approximately half of those
screened have two or more risk factors for
cardiovascular disease.

ORWH Web Site

The ORWH focuses its outreach efforts to the
scientific and public communities through its
extensive Web site content, which is available at
http://orwh.od.nih.gov/. Continuously updated
with the latest conference information, upcom-
ing seminars, and publication reports, the
ORWH Web site currently averages 200 visits
per day. The ORWH is redesigning the Web site
for easier and more up-to-date access, flexibil-
ity, and multimedia use. The ability to locate
the latest publications and women's health
research news will be enhanced for the diverse
stakeholders that use this site. A comprehensive
restructuring of all sections will enable users

to customize their searches and find online
resources on diseases that affect the health of
women, links of interest to women in biomedi-
cal careers, and mentoring programs utilizing
state-of-the-art information technology.

The ORWH believes in a mosaic, interdisci-
plinary model of women'’s health. Visitors to
the new site will be able to retrieve summary
reports from all relevant NIH institutes on
their research in women's health and key
research findings from the ORWH-supported
research programs, such as the BIRCWH and
SCOR programs. The ORWH is committed to
ensuring inclusion of women in clinical stud-
ies and provides the most recent reports in its
inclusion of women in research section.

ORWH WOMEN’'S HEALTH SEMINAR SERIES

Since 1991, the ORWH has supported a
women's health seminar series to provide the
state of the science on issues of importance to
the NIH and outside communities. This semi-
nar series features nationally recognized lead-
ers in women's health research who present
the latest information on topics important to
women's health. Seminars are free and open to
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the public. Briefly, the topics of seminars and
talks for FY 2005 and 2006 include the follow-
ing. (A complete list for the entire seminar
series is available on the ORWH Web site.)

WOMEN AND SLEEP DISORDERS, MARCH
2005

> Sleep Disturbances during Menstrual Cycle
and Pregnancy

» Sleep Disturbances during Midlife and
Older Age: What Next?

» The Lived Experience: The Patient Perspec-
tive

» Clinical Approaches to Women and Sleep
Disorders

WOMEN AND DEPRESSION, JUNE 2005

> Postpartum Depression in Pediatric Prac-
tices: Opportunities and Challenges

» The Menopausal Transition, Sex Steroids,
and Depression

» Cultural Issues Related to Diagnosis and
Treatment of Depression for Women

> Perspectives on Women and Depression
from the Community

WOMEN AND PAIN, NOVEMBER 2005

» Is Chronic Pain a Women's Health Issue?
» The Pains of Endometriosis

» Chronic Migraine and Women's Health

» Fibromyalgia: A Personal Look at Chronic

Pain

WOMEN AND SEXUALLY TRANSMITTED
INFECTIONS, MARCH 2006

» Gender Differences and STIs
» Topical Microbicides
» Prevention of STIs in Adolescent Girls

» Community Perspectives on STIs among
Adolescents and Young Women
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CAREGIVING, JUNE 2006

» Family-Centered Service: What Is It, and
Why Should I Care? Lessons from Families
of Children with Disabilities

» Comparison of Emotional and Biological
Parameters in Mexican American and White
Male and Female Caregivers of Patients with
Alzheimer’s Disease

> Systematic Review of Advance Care Plan-
ning and Caregiver Burden and Satisfaction
with Quality of Care at the End-of-Life

» The Task of Caregiving: Catastrophe or
Celebration?

Women's Health Special Interest
Group Seminars

As part of the Intramural Program on Research
on Women's Health (IPRWH), the ORWH
provides support for the Women's Health
Special Interest Group (WHSIG) seminar
series. The IPRWH sponsors bimonthly
lectures by NIH and university researchers. In
FY 2005 and 2006, WHSIG seminars addressed
a range of topics, as noted in the following.

2005 Seminars

» Human Papillomavirus and Cervical Cancer
» Sex Hormones and Cognitive Aging

> Severe Combined Immunodeficiency

» Racial Disparities in Health Care

» Polycystic Ovary Syndrome

» Gender Differences in Lung Function

2006 Seminars

» X Chromosome Gene Dosage and Risk for
Coronary Disease

Endometriosis
Etiology of Domestic Violence
Fertility Preservation During Chemotherapy

Post Traumatic Stress

vV v v v Vv

The X Chromosome and Sex-Specific
Diseases

» Gonadal Steroids and Cognition and
Emotion

Intramural Program on Research on
Women's Health (IPRWH): Lecture
Series

Since the IPRWH was established, it has had
an active lecture series, which is conducted
under the auspices of the WHSIG. Lectures
given in FY 2005 and 2006 addressed a range
of topics of interest to researchers working on
women's health, including exercise, molecular
epidemiology of HPV, the effect of hormones
on cognitive aging, polycystic ovary syndrome,
and endometriosis.

In addition, the NIH Women Scientist
Advisors, with support from the ORWH, has
developed a new seminar series to highlight
outstanding research achievements of women
scientists in the IRP at NIH. The seminar
series is dedicated to the memory of Dr.

Anita B. Roberts and honors her role as an
exceptional mentor and scientist. The first
lecture in this series was given in October
2006 by Dr. Elizabeth Nabel, Director of
NHLBI, who spoke on genomic medicine and
cardiovascular disease. The IRPWH has also
obtained funding for several postdoctoral
fellow and summer student positions.



Budget

SUMMARY OF NIH BUDGETARY
EXPENDITURES ON WOMEN'S
HEALTH, MEN’S HEALTH, AND
RESEARCH APPLICABLE TO
BOTH FY 2005 AND 2006

The amount of funding that the NIH invested
in research during FY 2005 and 2006 is
presented in this budget summary. Budget
categories include funding for specific to
women, men, or applicable to both. The
budgetary figures presented in this report were
provided and submitted by the budget officials
at the individual NIH ICs, then compiled by
the NIH Office of Budget and submitted to the
ORWH for inclusion in this report.

“Women'’s health conditions,” as defined
in section 486(f) of the NIH Revitalization Act
of 1993, include all diseases, disorders, and
conditions:

(A) that are unique to, more serious, or
more prevalent in women;

(B) for which the factors of medical risk or
types of medical intervention are different for
women, or for which it is unknown whether
such factors or types are different for women; or

(C) for which there has been insufficient
clinical research involving women subjects or
insufficient clinical data on women.

Research on women's health conditions
includes research on preventing such condi-
tions and applies to women of all ages and
ethnic and racial groups.

The ORWH has collaborated with the U.S.
DHHS Coordinating Committee on Women's
Health, which includes the OWH in the Office
of the Secretary as well as the DHHS Office of
Budget, Technology and Finance, and other
women's health offices and programs across
DHHS agencies to coordinate and standard-
ize the procedures for reporting budgetary
expenditures on women's health throughout
the DHHS.

The approach to data collection for this
report is similar to that employed for reports
since 1993-1994. However, the methodology
for calculating disease spending has changed,
thereby reflecting a decrease in some women'’s
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health spending categories. Changes in meth-
odology include the elimination of multiply-
ing the expenditure by prevalence percentage
for diseases, disorders, or conditions when
enrollment data are not available. Also, new
disease areas were added to streamline disease
reporting.

In some of the earlier reports before FY
2003 and 2004, the budgetary reporting on
women's health expenditures focused on
single-gender studies; studies to evaluate sex/
gender differences; and studies of diseases,
disorders, and conditions that are unique to
women. Previous reporting also used preva-
lence data as part of the reporting criteria and
included research on diseases, disorders, and
conditions that are not unique to one sex but
for which there is documented evidence of
greater prevalence in one sex by a ratio of at
least two to one ratio or for which a specific
gender-related consideration exists.

For the purposes of this report, budgetary
expenditures are categorized as inseparably
combined or supporting research on either
women's health or men's health. As a step
toward establishing a uniform procedure for
determining the appropriate categorical allo-
cations, the ORWH requested the NIH ICs
centers apply the criteria that follows, based
upon discussions of the DHHS Coordinat-
ing Committee on Women's Health and the
NIH Coordinating Committee on Research on
Women's Health:

(1) For research on diseases, disorders, or
conditions that occur primarily in women
(such as breast cancer and osteoporosis), the
entire amount for programs in these areas
should be entered under the column labeled
“women.” This includes clinical, applied, and
basic research.

(2) For research on diseases, disorders, or
conditions that occur primarily in men (such
as prostate cancer and amyotrophic lateral
sclerosis), the entire amount for programs
in these areas should be entered under the
column listed “men.” This includes clinical,
applied, and basic research.

(3) For research on diseases, disorders, or
conditions that affect both women and men:
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(a) When it can be readily determined
what amount may be allocated to women or to
men, those amounts should be entered in the
appropriate columns. Examples would include
clinical research studies where enrollment data
or prevalence data give an accurate picture of
the respective benefit of the study for women
and men.

(b) When the amount that may be
allocated to men and women cannot be readily
determined, the total amount may be entered
in the column listed “both.” Examples would
include many basic research studies, research
that is exploring the role of sex and gender
differences, and clinical research on diseases,
disorders, and conditions that affect both
women and men.

For studies on diseases, disorders, or condi-
tions that are unique to women, budgetary
reporting is relatively straightforward. In
contrast, for diseases, disorders, or conditions
that affect both women and men, the most
appropriate way to report expenditures contin-
ues to be debated. For example, the propor-
tion of expenditures that should be considered
to support research on women'’s health in
clinical studies on lung cancer or heart disease
may be determined by the proportion of
women enrolled in such studies or by the rela-
tive prevalence of a condition in women. In
other types of research, such as basic research
studies, it may be impossible to determine
what proportions of the total expenditure
should be reported for women or men. Each
Institute and Center applied the criteria accord-
ing to its discretion and judgment of applica-
bility of a single criterion or combination of
criteria. The ORWH and its advisory and coor-
dinating committees, being aware of possible
inconsistencies in the evolving methods for
collecting budget data, will continue to care-
fully monitor the outcomes and will continue
to coordinate with the DHHS coordinating
committee’s efforts to develop the best method
possible for budget data collection.

Table 16 lists the overall NIH expenditures
in FY 2005 and 2006 for specific diseases,
disorders, and conditions. The health catego-
ries and subcategories in Table 16 were
developed to accommodate all agencies in the
DHHS. Certain subcategories are not appli-
cable to the NIH mission; for those subcatego-
ries, the table shows a “0” across all columns.

In some cases, however, a “0” is shown even
when the subcategory is appropriate. This
occurs because each budget allocation may be
listed only once, even though conceptually it
applies to more than one category. For exam-
ple, expenditures for research on infertility are
listed under “female reproductive physiology”
and “male reproductive disorders.”

As shown in Table 17 for FY 2005 and
2006, approximately 81.4 percent and 81.7
percent, respectively, of the NIH budget
supported research that benefits both women
and men. The total actual dollars in the
research budget expended on both women's
and men’s health as interpreted by the specific
parameters for this data collection increased
from FY 2005 to 2006, although the percent of
total research dollars remained approximately
the same for both. Table 18 provides summa-
ry data from the previous biennial report.

It is obvious from data complied that the
greater part of NIH expenditures is on research
that benefits both men and women alike. In
both FY 2005 and 2006, an average of 81
percent was spent on research that was not
gender specific but addressed health or scien-
tific issues affecting both women and men.

For sex/gender-specific research during FY
2005, 12.8 percent and in FY 2006 12.6 percent
of the NIH research budget was spent on
women's health research that was sex/gender
specific to women, while 5.9 percent in FY
2005 and 5.6 percent in FY 2006 was spent
on men'’s health research that was sex/gender
specific to men. These differences are most
likely due to the fact that there are more sex/
gender-specific conditions that affect females,
such as menarche, menopause, reproduction,
and gynecologic neoplasms, than there are
male-specific conditions and diseases. Actual
amounts for each specific topical area are
likely to underestimate the actual expenditures
because no overlap in reporting is allowed
by the prescribed method for data collection.
In addition, the amount of NIH funds spent
on women's health research should consider
both the sex specific amount as well as the
dollars listed under both. For example, in FY
2006, sex-specific research on women totaled
$3,497,870, but studies on both men and
women totaled $22,617,802. Thus, for NIH
in FY 2006, a total of those figures would be a
truer representation of expenditures.
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TABLE 16

DHHS-National Institutes of Health Research Budget for Women'’s and Men’s Health
by Disease, Condition, and Special Initiatives* (Dollars in thousands)

FY 2005 | Actual FY 2006 Actual
Women Men Both Total Women Men Both Total
Cancer
Breast cancer
mammog&“{i‘;‘ggg 667,923 0 812 | 668,735 | 694,547 0 833 695,380
other services)
Reproductive cancers:
cervical | 86,794 0 0 86,794 90,204 136 5,909 96,249
ovarian| 103,803 0 0 103,803 100,233 0 0 100,233
vaginal, uterine, | 5, 1 o 0 162 51,328 | 39,886 0 0 39,886
and other
Lung cancer 0 0 285,470 | 285,470 0 0 262,551 262,551
Colorectal cancer 0 981 271,456 | 272,437 0 1,126 262,951 264,077

Other neoplasms| 112,945 | 62,276 | 3,432,915 | 3,608,136 | 105,053 93,107 | 3,411,066 | 3,609,226

Subtotal | 1,022,631 | 63,257 | 3,990,815 | 5,076,703 | 1,209,923 | 94,369 | 3,943,310 | 5,067,602

Cardiovascular/Pulmonary

Blood diseases | 42,958 | 55,282 | 489,896 | 588,136 43,546 59,600 490,846 | 593,992

Heart disease| 99,487 83,153 | 698,652 | 881,292 95,397 88,548 692,672 876,617

Stroke | 58,599 59,619 | 162,435 | 280,653 64,680 65,103 147,059 276,842

Other
cardiovascular | 121,050 | 94,300 | 662,728 | 878,078 121,134 100,587 | 638,296 860,017
diseases/disorders

Pulmonary diseases| 52,636 53,322 | 474,216 580,174 51,698 54,585 478,238 584,521

Asthma| 41,659 31,788 | 206,696 | 280,143 41,200 31,872 201,185 274,257
Other| 8,708 8,042 172,026 | 188,776 8,795 8,629 199,878 217,194
Subtotal | 425,097 | 385,506 | 2,866,649 | 3,677,252 | 426,450 | 408,924 | 2,848,174 | 3,683,440

Reproductive and Maternal/Child/Adolescent Health

Contraception| 28,866 | 7,099 524 36,489 | 27150 7,145 2,317 36,612
Infertility| 8,617 | 4319 | 8970 | 21,906 | 10,492 | 4,517 5,961 20,970
Female reproductive | /3 )5 0 0 143,513 | 142,265 0 359 142,624
physiology
Hysterectomy 670 0 0 670 324 0 0 324
Endometriosisand | g 0 0 7,427 7,810 0 0 7,810

leiomyomas

Pregnancy, preg-
nancy prevention, | 186,992 242 12,158 199,392 | 180,685 251 6,722 187,658
maternal health

Diseases related to

DES exposure| 7010 0 0 5816 | 5389 0 0 5,389
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FY 2005 | Actual FY 2006 Actual
Women Men Both Total Women Men Both Total
Female gen%tal 0 0 0 0 0 0 0 0
cutting
Other| 8,206 47,177 612,772 669,155 7,502 47,313 605,717 660,532
Subtotal | 390,109 59,837 634,424 |1,084,370 | 381,617 59,226 621,076 1,061,919
Aging
Menopause| 36,951 189 1,434 38,574 38,732 147 1,113 39,992
Menopausal
hormone and non-| 17,512 2,716 108 20,336 13,245 3,069 0 16,314
hormone therapy
Alzheimer’s disease | 34,421 10,651 547,545 592,617 30,751 11,717 543,887 586,355
Malnutrition in
the Elderly 1,058 0 30 1,088 880 566 0 1,446
Osteoarthritis| 29,155 0 22,760 51,915 27132 106 22,267 49,505
Osteoporosis | 147,324 1,637 2,085 151,046 138,137 4,337 2,433 144,907
Women'’s Health
. 38,686 0 0 38,686 12,124 0 0 12,124
Initiative
Other| 56,652 8,936 468,349 | 533,937 56,575 17,760 456,998 531,333
Subtotal | 361,759 24,129 | 1,042,311 | 1,428,199 | 317,576 37,702 1,026,698 | 1,381,976
Metabolism/Endocrinology
Diabetes| 97,987 135,806 | 128,783 362,576 82,265 113,760 142,890 338,915
Obesity | 174,090 | 92,409 70,391 336,890 150,304 80,278 147,504 378,086
Hepatobiliary |, 74, 0 215,182 | 216,882 | 1,700 221 214,309 | 216,230
disease
Thyroid diseases | 13 0,0 | 3480 | 5436 | 22,836 | 13,969 | 3492 6,009 | 23,470
and conditions
Other| 3,783 3,707 50,924 58,414 3,895 3,988 59,259 67,142
Subtotal | 291,480 | 235,402 | 470,716 997,598 252,133 201,739 569,971 | 1,023,843
Substance Abuse
Etiology | (14 364 | 90,885 | 92,867 | 1472 361 98,129 | 99,962
(unspecified)
Epidemiology| ) 5 348 | 30,418 | 31,897 473 334 25,777 | 26,584
(unspecified)
Prevention | g, 7 42,105 | 43,019 883 0 32,037 | 32,920
(unspecified)
Treatment| ., 55 720 | 25014 | 28285 | 1,799 694 21,367 | 23,860
(unspecified)
Alcohol | 2,858 669 99,115 102,642 3,182 1,574 101,760 106,516
Illegal drugs | 173,489 | 410,304 | 422,285 |1,006,078 | 174,369 407,749 413,427 995,545
Prescription drugs 0 0 0 0 0 0 7,191 7,191
Tobacco products 196 0 24,687 24,883 0 0 18,642 18,642
Other substances 0 0 2,335 2,335 0 0 3,294 3,294
Co-occurring sub-
stance abuse and| 1,046 0 7,028 8,074 689 0 5,240 5,929

mental disorders
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FY 2005 | Actual FY 2006 Actual

Women Men Both Total Women Men Both Total

Subtotal | 183,796 | 412,412 | 743,872 | 1,340,080 | 182,867 | 410,712 | 726,864 | 1,320,443

Behavioral Studies/Programs

Violence (includes
domestic abuse,

6,506 1,294 30,578 39,378 6,311 1,198 30,257 37,766
abused women, and
spousal abuse)
Tobacco use| =, 0 450 597 0 0 225 225
cessation
Physical activ-
ity and nutrition | o) 5 275 | 82,943 | 83,841 | 1,650 0 84,419 | 86,069
(promoting healthy
behavior)
Other behavior
change and risk| 5,226 3,950 196,764 | 205,940 7,096 3,924 206,183 217,203
modification
Caregiving 374 1 6,175 6,550 885 0 5,913 6,798
Other| 5,901 0 324,580 330,481 4,487 410 294,300 299,197

Subtotal | 18,777 5,520 641,490 | 665,787 20,429 5,532 621,297 647,258

Mental Health
Etiology
. 0 0 6,207 6,027 10 0 6,910 6,920
(unspecified)
Epidemiology| /o 0 144 319 10 0 782 792
(unspecified)
Prevention| 0 131 131 10 0 923 933
(unspecified)
Treatment] 0 101 101 10 0 1,312 1,322
(unspecified)

Depression and

. 22,375 1,899 173,810 198,083 20,873 2,030 170,562 193,465
mood disorders

Suicide| 654 665 14,584 | 15,903 711 196 14237 | 15,144
Schizophrenia 9 9 142,124 | 142,142 486 9 137,964 | 138,459
Anxiety disorders| 3,019 | 3,873 | 44,668 | 51,560 | 3,351 3183 | 48227 | 54,761
Fating disorders| 7,945 170 4,808 | 12,923 | 8,657 74 4,867 13,598
Psychosocial stress| 6,735 188 28,175 35,098 7,579 179 27,753 35,511
Posttraumatic| g o0 | 350 | 16746 | 23281 | 5,607 1,182 18,593 | 25,382

stress disorder

Other mental
disorders (exclud- | 15,141 4,566 627,620 | 647,326 13,444 5,965 613,468 632,877
ing Alzheimer's)

Autism 0 306 24,030 24,336 2,821 5,000 43,833 51,654

Subtotal | 61,237 12,720 | 1,059,117 | 1,133,074 | 63,569 17,818 | 1,089,431 | 1,170,818

Infectious Diseases

AIDS/HIV| 260,166 | 108,554 | 2,100,996 | 2,469,716 | 247,201 70,928 | 2,134,543 | 2,452,672

Tuberculosis| 3,347 4,226 122,934 | 130,507 4,572 4,226 117,990 126,788

Sexually transmitted

; 39,057 12,972 | 124,798 176,827 64,412 10,923 114,221 189,556
diseases (STD)
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FY 2005 | Actual FY 2006 Actual
Women Men Both Total Women Men Both Total
micro{)?ggsi 56,697 | 1266 | 3,310 | 61273 | 73,466 | 2,010 7,023 82,499
T‘:’;ﬁ;ﬁ)‘:ﬁi 1,101 0 0 1,101 327 0 0 327
Tropical diseases| 8,341 | 22,537 | 471,103 | 501,981 | 9,150 7817 | 526,382 | 543,349
Other| 2,479 | 4,012 | 951,464 | 957,955 | 2,235 2,088 | 759,254 | 763,577
Subtotal | 371,188 | 153,567 | 3,774,605 | 4,299,360 | 401,363 | 97992 | 3,659,413 | 4,158,768
Immune Disorders
Arthritis| 38,647 | 7,539 | 233,633 | 279,819 | 39,260 | 6,543 | 228,492 | 274,295
o ythem;t‘g;zz 59,041 | 1,504 | 25495 | 86,040 | 65287 | 1944 | 26153 | 93,384
Multiple sclerosis| 19,586 | 11,207 | 68,482 | 99,275 | 21,859 | 10,205 | 65594 | 97,658
Myasthenia gravis 1,511 1,358 1,795 4,664 2,263 1,970 3,108 7,341
Scleroderma| 7,724 0 1,113 8,837 6,432 0 3,007 9,439
Sjogren’s syndrome | 1,075 0 145 1,220 301 0 120 421
Takayasu disease 0 0 0 0 0 0 250 250
Other| 0 0 910,944 | 910,944 293 0 33,970 | 34,263
Subtotal | 127,584 | 21,608 | 1,241,607 | 1,390,799 | 135,695 | 20,662 | 360,694 | 517,051
Neurologic, Muscular, and Bone
Trauma research | 9,559 | 14,062 | 167,255 | 190,876 | 9,975 14,725 | 174,875 | 199,575
Muscular dystrophy | 2,879 | 20,124 | 7799 | 30,802 | 3,003 19,772 7,690 30,465
Chronic pain C‘:ﬂ)‘i‘s 10,414 | 8170 | 82502 | 101,086 | 9,475 7387 | 73,093 | 89,955
Temporomandibu-| -, ;o 104 1,490 | 2,059 246 0 1,627 1,873
lar disorders
Fibromyalgia and
eosinophilicmy-| 7,974 204 646 8,824 7,909 197 189 8,295
algia
Migraine| 1,531 | 1278 | 1462 4,271 1,639 982 1,130 3,751
Sleep disorders| 3,090 | 2,143 | 37713 | 42,946 | 3,584 2,620 | 40,866 | 47,070
Paget's disease 0 0 2,659 2,659 0 0 3,582 3,582
Parkinson’s disease | 21,283 | 23,423 | 119,358 | 164,064 | 20,339 | 21,962 | 108,721 | 151,022
Seizure disorders| 23,834 | 20,138 | 55159 | 99,131 | 23,416 | 19,541 | 52,452 | 95,409
Other| 39,347 | 42,262 | 683,839 | 765448 | 45502 | 48,472 | 732,896 | 826,870
Subtotal | 120,376 | 131,908 | 1,159,882 | 1,412,166 | 125,088 | 135,658 | 1,197,121 | 1,457,867
Kidney and Urologic
Um:flrfzctézc; 9,974 203 4,181 14358 | 7358 203 5,345 12,906
tmm;iiﬁggg 4,773 | 5551 | 104,398 | 114,722 | 5,648 5551 | 95188 | 106,387
Urinary incon-
tinence (cystitis, | 12,405 109 256 12,770 | 10,872 111 82 11,065
pyelonephritis)
Other| 26,643 | 6,119 | 220,597 | 253,359 | 24,294 | 5885 | 249,217 | 279,396
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FY 2005 | Actual FY 2006 Actual

Women Men Both Total Women Men Both Total

Subtotal | 53,795 11,982 | 329,432 | 395,209 48,172 11,750 349,832 | 409,754

Ophthalmic, Otolaryngologic, and Oral Health

Eyediseasesand | ) o0 17360 | 661,010 | 690,872 | 11,925 | 17244 | 655163 | 684,332

disorders

Ear diseases and 17,040 0 353,746 | 370,786 | 20,636 0 339,565 | 360,201
disorders

Dental and oral 0 0 11,868 11,868 0 0 10,643 10,643

health

Other| 23,756 48,670 | 279,045 | 351,471 23,511 2,692 279,842 306,045

Subtotal | 53,296 66,032 | 1,305,669 | 1,424,997 | 56,072 19,936 | 1,285,213 | 1,361,221

Health Effects of the Environment

Environmental

10,728 429 21,070 32,227 9,875 1,093 21,420 32,388
estrogens

Health effects of
toxic exposure 4 4 49,448 49,456 17 18 42,901 42,936
(excluding cancer)

Toxicological
research and testing 467 388 90,260 91,115 458 381 84,451 85,290
program

Chemical and
biological warfare 0 0 13,633 13,633 0 0 11,529 11,529
agents

Other 3 0 3,029 3,032 0 0 2,610 2,610

Subtotal | 11,202 821 177,040 | 189,463 10,350 1,492 162,911 174,753

Cross-Cutting Categories and Special Initiatives

Treatment, preven-

. R 5,390 6,256 285,358 297,004 3,080 2,629 303,949 309,658
tion, and services

Access to health

. 8 35 1,772 1,815 7 2 2,204 2,213
care and financing

Education and
training for health 0 0 4,379 4,379 0 0 4,967 4,967
care providers

Health literacy and
bilingual| 0 0 14,097 | 14,097 0 0 13,295 | 13,295
information
Cultural influences 56 0 2,722 2,778 0 0 2,472 2,472
Disability research| ) (o0 | g 540 | 68,937 | 80,082 3,165 7,095 70,731 | 80,991
and services
Homelessness 0 0 1,265 1,265 0 0 1,046 1,046
Chronic fatigue |, 568 1,416 3,491 1,435 524 2,323 4,282
syndrome
Breast feeding| 879 0 458 1,337 444 0 220 664
Organ donation 0 0 492 492 0 0 458 458
Geneticservicesand | =) o | 0 1,678 4,502 0 0 1,519 1,519

counseling
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FY 2005 | Actual FY 2006 Actual
Women Men Both Total Women Men Both Total
Unintentional | o 0 20,542 | 20,542 0 0 20,447 | 20,447
injury
Alternative and
complementary| 35,697 25,786 93,913 155,396 36,153 25,629 85,799 147,581
therapies
Health statistics and | ¢, 567 | 11,158 | 12,344 933 582 10,769 | 12,284
data collection
Office of Women's | ¢ ) 0 0 8,364 1,181 0 0 1,181
Health
Other cross-cutting 54 0 2,652,665 | 2,652,719 150 34 2,690,702 | 2,690,886
Global health 262 0 0 262 18 0 944,896 944,914
Subtotal | 58,265 41,752 | 3,160,852 | 3,260,869 | 46,566 36,495 | 4,155,797 | 4,238,858
TOTAL: Women's | 5 o o | 1,626,453 | 22,598,881 | 27,775,926 | 3,497,870 | 1,560,007 | 22,617,802 | 27,675,571
and Men's Health
* These data are exclusive of overlap and will not agree with funding reported for total NIH spending on
disease areas.
TABLE 17
NIH Research Budget Summary by Sex/Gender, FY 2005 and 2006
(Dollars in thousands)
Y Women Men Both Total
Dollars Percent Dollars Percent Dollars Percent Dollars Percent
2005 | 3,550,592 12.8 1,626,453 5.9 22,598,881 81.4 27,775,926 100.0
2006 | 3,497,870 12.6 1,560,007 5.6 22,617,802 81.7 27,675,571 100.0
TABLE 18
NIH Research Budget Summary by Sex/Gender, FY 2003 and 2004
(Dollars in thousands)
Y Women Men Both Total
Dollars Percent Dollars Percent Dollars Percent Dollars Percent
2003 | 3,498,207 13.5 1,489,619 5.8 20,851,094 80.7 25,838,920 100.0
2004 | 3,478,203 12.7 1,572,719 5.8 22,234,583 81.5 27,285,505 100.0




Executive Summary

OVERVIEW

The scope and expansion of women's health
research across the NIH has been remarkable
over the past two years. This report is evidence
of the progress that has been achieved. In

this Overview, we describe the missions of

the NIH Institutes and Centers (ICs), with a
special focus on how they address women'’s
health issues. The Highlights of Institute and
Center Activities section that follows provides
a synopsis of their research agenda and accom-
plishments in women’s health that have been
achieved in FY 2005 and 2006. Readers are
encouraged to review the detailed reports of
the individual NIH ICs that follow. These
present important advances in understanding
diseases and conditions that disproportion-
ately affect women.

The Fogarty International Center (FIC)
supports a range of research and research
training programs, many of which include
activities on women'’s health. Research train-
ing programs working in low- and mid-income
nations on topics, such as population and
health, maternal and child health, AIDS, and
stigma and global health, represent FIC's
efforts that include significant attention to
women's health issues. The ORWH supports
many of these efforts, along with other NIH
Institutes. In addition, the FIC and the ORWH
have teamed up to explore issues facing
women in science in developing countries and
to consider gender and global health issues.
These initiatives have informed the program-
matic directions of the FIC and other NIH ICs.

Cancer continues to take a devastating toll
on American women. However, important
progress is being achieved in the fight against
cancer overall as well as specific cancers
differentially affecting women. These include
cancer of the breast, cervix, ovaries, endome-
trium, colon and rectum, and lung as well as
malignancies associated with acquired immu-
nodeficiency syndrome (AIDS). In 2007, an
estimated 678,060 women will be diagnosed
with cancer, and approximately 270,100
women will die of the disease. Despite these

FISCAL YEARS 2005 & 2006

grim statistics, the U.S. is making important
progress against cancer. Incidence rates for
cancer of all sites, sexes, and populations
combined were stable from 1992 through
2003 after increases that started in 1975.
Incidence rates for cancer overall for women
were stable from 1975 through 1979 but then
increased from 1979 through 2003. However,
there was a 6 percent relative decline in breast
cancer incidence among women between 2002
and 2003, including a 14 percent decrease in
50- to 60-year-olds who had been diagnosed
with estrogen receptor (ER) positive breast
cancer. The decrease in this age group may be
due to the recent decline in use of hormone
therapy (HT) by postmenopausal women.
Mortality rates for all cancers have declined,
but the annual decline in men is twice as

large as that for women. While mortality

has decreased for 10 of the top 15 cancers

in women, lung cancer deaths in women
continue to increase, although at a slower rate
in more recent years. Survival rates for cancer
patients show improvement overall, although
the amount of improvement is slightly less

for women than men. The National Cancer
Institute (NCI) supports an extensive research
program through their intramural and extra-
mural programs, with a number of programs
and activities focusing on women’s cancers,
including the NCI Office of Women’s Health,
located within the NCI Office of Science Plan-
ning and Assessment; the Breast and Gyneco-
logic Cancer Research Group in the Division of
Cancer Prevention; the Breast Cancer Surveil-
lance Consortium (BCSC) and the Internation-
al Breast Screening Network in the Division
of Cancer Control and Population Sciences;
the Gynecologic Oncology Group (GOG) and
the Clinical Trials Cooperative Group in the
Division of Cancer Treatment and Diagnosis;
the intramural Breast and Gynecologic Malig-
nancies Faculty and the trans-NCI Human
Papillomavirus (HPV) Working Group. By
working with partners from public, private,
and academic settings and focusing investment
in strategic areas with high potential, we hope
to accelerate the pace of discovery and facili-
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tate the translation of research knowledge into
clinical applications.

The mission of the National Center for
Complementary and Alternative Medicine
(NCCAM) is to explore complementary and
alternative healing practices in the context of
rigorous science, train CAM researchers, and
disseminate authoritative information to the
public and professionals. Complementary
and alternative medicine (CAM) encompasses
those health care and medical practices that
are not currently an integral part of conven-
tional medicine. The list of CAM practices
and therapies changes as interventions proven
to be safe and effective become accepted as
mainstream health care practices. The NCCAM
groups CAM practices within the follow-
ing areas: (1) whole medical systems (i.e.,
traditional Chinese medicine, naturopathic
medicine, Ayurveda); (2) mind-body medicine
(i-e., meditation, yoga); (3) biologically based
practices (i.e., herbal therapies, special diets);
(4) manipulative and body-based practices
(i.e., chiropractic, massage); and (5) energy
medicine (i.e., Reiki, Qi gong). The NCCAM
conducts and supports basic and applied
(clinical) research and research training within
these areas. CAM therapies are used to treat
a broad range of health conditions by both
men and women, including back and neck
problems, allergies, fatigue, arthritis, head-
aches, diabetes, and CVD. CAM therapies for
women treat a variety of conditions, such as
menopausal symptoms, breast cancer, osteo-
porosis, pain associated with osteoarthritis and
fibromyalgia, and reproductive issues. Thus,
NCCAM'’s research portfolio includes investi-
gations focused on a variety of diseases, using
a myriad of CAM therapeutic interventions.

The National Center for Research Resources
(NCRR) provides laboratory scientists and
clinical researchers with the environments
and tools they need to understand, detect,
treat, and prevent a wide range of diseases.
This support enables discoveries that begin
at a molecular and cellular level to move to
animal-based studies and on to patient-orient-
ed clinical research, resulting in cures and
treatments for both common and rare diseases.
The NCRR develops and supports a wide range
of biomedical resources. Through its support
of multidisciplinary research, the NCRR is
uniquely positioned to provide funds directly

for research or to act in partnership with other
NIH components to address emerging clini-
cal and basic research needs, including those
addressing women’s health issues.

The National Center on Minority Health
and Health Disparities (NCMHD) promotes
minority health and leads, coordinates, and
assesses the NIH effort to reduce and eliminate
health disparities. To achieve its mission, the
NCMHD employs a multifaceted strategy to
conduct and support research in basic, clinical,
social, and behavioral sciences; disseminate
information, promote research infrastructure
and training; foster emerging programs; and
extend its reach to minority and other health
disparity communities. Congress mandated
the development of three principal programs
within the NCMHD aimed at addressing health
disparities: the Loan Repayment Program,
the Centers of Excellence Program, and the
Research Endowment Program. Additionally,
the NCMHD supports the Research Infrastruc-
ture in Minority Institutions Program (RIMI)
and the Minority Health and Health Dispari-
ties International Research Training Program
(MHIRT). These combined efforts position
the NCMHD to lead and coordinate the NIH
health disparities activities for the benefit all
affected populations, including women of
diverse populations.

The mission of the National Eye Institute
(NEI) is 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
blind persons. The major causes of blindness
(i-e., glaucoma, macular degeneration, diabetic
retinopathy, uveitis, and cataract) affect both
women and men. However, because women
live longer on average than men, more women
than men are affected by these age-related eye
diseases in the U.S. Several eye conditions
affect women significantly more frequently
than men. These conditions are optic neuritis,
a demyelinating disease of the optic nerve that
may be a precursor of multiple sclerosis; dry
eye, a common condition that is associated
with decreased tear secretion and in most cases
mild discomfort, but in more severe cases may
result in corneal scarring and blindness; corne-
al endothelial dystrophy, a slowly progressive



disease that occurs when endothelial cells
deteriorate as a result of cell loss from age or
trauma; keratoconus, a visually disabling thin-
ning disorder of the central cornea that results
in irregular astigmatism, progressive corneal
distortion, and corneal scarring; and age-relat-
ed macular degeneration, a deterioration of
the region of the retina that is responsible for
high-resolution vision.

The National Heart, Lung, and Blood Insti-
tute (NHLBI) provides global leadership for
research, training, and education programs
to promote the prevention and treatment of
heart, lung, and blood diseases. The NHLBI
stimulates basic discoveries about the causes
of disease, speeds the translation of basic
discoveries into clinical practice, fosters train-
ing and mentoring of emerging scientists
and physicians, and communicates research
advances to the public. The NHLBI creates and
supports a collaborative research infrastruc-
ture in partnership with private and public
organizations. The Institute also collaborates
with patients, families, health care profession-
als, scientists, professional societies, patient-
advocacy groups, community organizations,
and the media to maximize the use of research
results and resources to address the public
health needs of the nation. The NHLBI places
high priority on improving the cardiovas-
cular health of women through its research
programs, which have generated new knowl-
edge about the influences of lifestyle, meno-
pause, chest pain, hypertension, diabetes, and
drug treatment (including hormone therapy)
in women and also have led to improved
diagnostic tests and treatment guidelines for
women. The NHLBI has had responsibility
for the NIH Women's Heath Initiative since
1998 and provides support for the Women's
Ischemia Syndrome Evaluation as well as other
important studies.

The National Human Genome Research
Institute (NHGRI) led the NIH’s contribution
to the International Human Genome Project
(HGP). The finished sequence of the human
genome was completed in April 2003, and has
already begun to change the way we address
research on women’s health. In October 2005,
a different international consortium of scien-
tists from six countries, led by the NHGRI,
announced the production of a different map
of the human genome, one that may prove

FISCAL YEARS 2005 & 2006

even more powerful because of its medical
applications. The result is the “HapMap.”

Like the earlier sequence, all of the data from
the HapMap has been placed in the public
domain. The HPG spelled out the letters of the
DNA code that all human beings share. The
HapMap provides detailed information about
the variation in the genome. The HapMap
investigates those spelling differences in the
human instruction book that predispose some
people to different types of cancer as well as
other diseases. In December 2006, the NHGRI
awarded a contract to continue the HapMap
Project to make it an even more powerful tool
to reveal the way in which genetic variation is
organized into chromosomal neighborhoods.
As this information unfolds, the NHGRI will
continue to investigate diseases specific to
women. In 1994, NHGRI investigators were
among the first to report that women carry-
ing the gene mutations called Breast Cancer

1 (BRCA1) or Breast Cancer 2 (BRCA2) have

a higher risk of developing both breast and
ovarian cancer than women without such
mutations. The NHGRI continues to inves-
tigate the role of these genes in breast and
ovarian cancer, and this research has led to
better screening and treatment of those with

a family history of breast cancer. In hopes of
expanding the usefulness of this research, the
NHGRI also supports research that explores
the effect of educating women of different ages
and ethnic group about benefits of genetic
screening in evaluating their risk of inherited
diseases.

The National Institute of Allergy and
Infectious Diseases (NIAID) funds basic
and applied research to prevent, diagnose,
and treat infectious and immune-mediated
illnesses that affect the health of women and
girls. The NIAID involves women in many
of its clinical studies on the treatment and
prevention of autoimmune diseases, human
immunodeficiency virus (HIV) and acquired
immunodeficiency syndrome (AIDS), and
sexually transmitted infections (STIs). The
NIAID also collaborates with other organiza-
tions on research initiatives aimed at improv-
ing women'’s health.

The National Institute of Arthritis and
Musculoskeletal and Skin Diseases (NIAMS)
supports basic, clinical, and epidemiologic
research, research training, and information
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programs on many of the more debilitating
diseases affecting Americans. The NIAMS
supports research on a number of diseases
that disproportionately affect women includ-
ing osteoarthritis, osteoporosis, rheumatoid
arthritis, temporomandibular joint and muscle
disorders (TMJD), fibromyalgia, scleroderma,
and systemic lupus erythematosus (lupus).
Scleroderma and lupus are diseases in which
health disparities have been clearly identified.
The NIAMS is committed to uncovering the
bases of these gender, racial, and ethnic dispar-
ities and to devising effective strategies to treat
or prevent them.

The National Institute of Biomedical Imag-
ing and Bioengineering (NIBIB), which was
established by law in December 2000, is the
newest research institute within the NIH. This
Institute serves as the hub within the NIH for
the coordination of biomedical imaging and
bioengineering efforts. The NIBIB: (1) fosters,
conducts, supports, and administers research
and research training programs in biomedi-
cal imaging and bioengineering by means of
grants, contracts, and cooperative agreements;
(2) provides coordination, integration, and
review of progress and planning of biomedi-
cal imaging and bioengineering research; (3)
formulates research goals and long-range plans
with the guidance of the National Advisory
Council for Biomedical Imaging and Bioengi-
neering; and (4) sponsors scientific meetings
and symposia, collaborates with industry and
academia, and fosters international coop-
eration regarding biomedical imaging and
bioengineering. The NIBIB recognizes the
significant potential of improved imaging
technologies in early disease detection. During
FY 2005 and 2006, the NIBIB funded grants
that were focused on women's health research
or technologies aimed at improving devices
for female populations. These projects range
from advanced imaging methodologies to new
drug delivery systems designed specifically for
women's diseases, such as breast cancer, and
disorders and conditions that predominate
in women, such as osteoporosis. Researchers
supported by the NIBIB plan to develop high
resolution x-ray grids in mammography to
detect breast cancer at its earliest stage, thereby
greatly increasing patient survival rates. In
addition, NIBIB-funded investigators are work-
ing on novel drug delivery treatments that will

promote bone resorption for women suffering
from osteoporosis. During the past two years,
the NIBIB supported research on women'’s
health in the following disease areas: aging,
autoimmune disease, breast cancer, cervical
cancer, reproduction, diabetes-related research,
obesity, epilepsy, HIV/AIDS, heart disease,
osteoporosis, and TMJD.

The National Institute of Child Health
and Human Development (NICHD) spon-
sors research that spans human growth and
development, starting from before conception
and continuing through infancy, childhood,
and adolescence. This research covers all criti-
cal stages of development that provide the
foundation for adult health. The Institute’s
research aims to overcome many of the
complex challenges that face women in addi-
tion to those faced by their children and fami-
lies. The NICHD's portfolio includes research
on infertility, preterm birth, complications of
childbirth, HIV infection in women, parenting,
and many other scientific areas that are critical
to improving the quality of life for women.

The mission of the National Institute of
Dental and Craniofacial Research (NIDCR) is
to promote the general health of the American
people by improving craniofacial, oral, and
dental health through research. As a central
part of this mission, the NIDCR funds scien-
tific research to prevent diseases and improve
the quality of life for the millions of Ameri-
cans who suffer from chronic and infectious
diseases affecting the mouth and face. NIDCR-
supported research spans areas as diverse as
understanding the oral infections that lead to
dental decay, periodontal diseases, and recur-
rent herpes lesions; oral manifestations of
osteoporosis and other bone diseases; salivary
gland dysfunction and disease; craniofacial
birth defects and developmental disorders; and
connective tissue diseases and disorders. The
NIDCR has a long tradition of support and
leadership in the field of pain research, includ-
ing conditions where gender-based differences
have been reported, such temporomandibu-
lar joint and muscle disorders (TMJD). The
NIDCR’s commitment to the fundamental
study of the body’s hard tissues, such as teeth,
cartilage, and bone, has led to advances in
biomaterials research and to the emerging field
of tissue engineering and biomimetics, fields
that use the body’s own cellular and molecu-



lar processes to repair and regenerate tissues
and organs. Among the NIDCR's efforts in
this area are studies that are characterizing
the TMJ disk at tissue and cellular levels, thus
providing vital information that will one day
allow for biological approaches to reconstruct
or regenerate the temporomandibular joint.
Recognizing the importance of gene-to-gene,
gene-environment, and behavioral interac-
tions, the Institute has long emphasized the
importance of genetic, behavioral, social
science, and epidemiological research. The
research advances that affect women in
particular are to be found within many of the
Institute’s broad research categories.

The National Institute of Diabetes and
Digestive and Kidney Diseases (NIDDK)
conducts and supports basic and clinical
research on diabetes, endocrinology, and
metabolic diseases; digestive diseases and
nutrition; and kidney, urologic, and hema-
tologic diseases. Within NIDDK's research
mission, diseases and health risks that dispro-
portionately, predominantly, or solely affect
women include gestational diabetes; obesity
(especially in racial and ethnic minority popu-
lations); coronary artery disease; cardiovas-
cular and end-stage renal disease associated
with diabetes; eating disorders; irritable bowel
syndrome (IBS) and other functional gastro-
intestinal disorders; osteoporosis; thyroid
diseases (including Graves disease, goiter,
and hypothyroidism); hyperparathyroidism;
gallstones; primary biliary cirrhosis; painful
bladder syndrome/interstitial cystitis (PBS/
IC); urinary tract infections (UTIs); urinary
NIDDK mission also may have an important
impact on diseases that are primarily within
the mission of other ICs, such as hormonal
factors in breast cancer and the relationship
of obesity to cardiovascular disease (CVD).
The NIDDK supports research that directly
addresses important women's health issues,
both through basic research directed to under-
standing underlying disease processes and
through clinical research that translates this
understanding into therapies and preventive
interventions.

Because environmental agents are likely to
play a role in a numbers of diseases that differ-
entially affect females, the National Institute
of Environmental Health Sciences (NIEHS)
supports research on diseases such as breast
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cancer, osteoporosis, ovarian dysfunction,
uterine fibroids, and autoimmune diseases.
The Institute’s approach is to define the
underlying susceptibilities to these diseases,
to investigate the role of estrogenic and other
endocrine-active compounds in their etiol-
ogy, to identify important environmental
triggers for their development and important
nutritional factors that can reduce risk, and
to determine the importance of the timing of
exposure on disease risk. As results of these
studies become available, women can better
determine how to alter lifestyle factors leading
to these diseases, and environmental health
regulators can better define standards that
protect women from environmental triggers of
these diseases. The Institute has several groups
that focus on women's health, including the
Laboratory of Reproductive and Developmen-
tal Toxicology, the Hormones and Cancer
Group, the Chromatin and Gene Expression
Group, and the Comparative Pathology Group.
These research groups and others are conduct-
ing basic research on issues such as toxicology
and reproductive and developmental health,
hormone regulation of tumor development
and growth in target organs, including the uter-
us and mammary gland, genetic regulation of
cancer susceptibility, as well as epidemiologic
research on women's health issues, such as
fertility, early pregnancy, and uterine fibroids.
By understanding the basic mechanisms of
disease, new therapeutic interventions can be
developed to prevent and treat these diseases.

The mission of the National Institute of
General Medical Sciences (NIGMS) is to
support research and research training for the
basic biomedical sciences. For example, the
NIGMS supports research on cell structure and
function, from the outer plasma membrane
to the activation of genes in the nucleus. This
knowledge is necessary to understand the
disease process. Most studies supported by the
NIGMS do not target any particular disease or
condition but rather encompass basic research
in cellular and molecular biology, chemis-
try, biochemistry, molecular biophysics, and
genetics. Often basic research supported by
the Institute will result in findings pertinent to
women's health.

The National Institute of Mental Health
(NIMH) supports research on a range of
mental disorders, including those that affect
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women exclusively, such as perinatal depres-
sion, or are more prevalent in women, such as
eating disorders. Through programs, such as
the Women's Mental Health Team, the NIMH
has fostered interdisciplinary collaboration
and research to improve diagnosis, treatment,
services, and the prevention of mental disor-
ders in women. Data on the epidemiology

of mental disorders and associated disability
highlight differences in both the prevalence
and clinical course of mental disorders
between men and women. Starting in child-
hood, girls have higher rates of anxiety disor-
ders and eating disorders than boys, while
boys are more likely to suffer from autism
and attention deficit disorder. After puberty,
women have higher rates than men of depres-
sion, eating disorders, and anxiety disorders,
including posttraumatic stress disorder. The
course and severity of mental disorders also
differ between men and women. For example,
men have an earlier average age of onset of
schizophrenia, while women are more likely
to suffer from the rapid cycling form of bipo-
lar disorder. Within the female populations,
some women are at increased risk of depres-
sion during certain times of reproductive
change, such as the perinatal period. Through
its research programs and related program-
matic activities, the NIMH seeks to improve
scientific understanding of the effects of sex
and gender differences in mental health and
mental illness.

The National Institute of Neurological
Disorders and Stroke (NINDS) mission is to
reduce the burden of neurological disease,

a burden borne by every age group, every
segment of society, and people all over the
world. Most nervous system disorders affect
men and women equally, but certain disor-
ders are more prevalent in or are of special
interest to women. Examples of such diseases
include multiple sclerosis (MS), pain, stroke,
epilepsy, and Rett syndrome. MS is a chronic
autoimmune disease of the central nervous
system that causes inflammation and the

loss of myelin, a protective covering around
nerve fibers. MS is one of the most common
neurological disorders leading to disability in
young adults. Hormonal factors may influ-
ence some forms of MS, making them more
common in women. Strokes are caused by a
rapid disruption in the blood supply to part

of the brain as a result of blood vessel block-
age (ischemic stroke) or blood vessel rupture
(hemorrhagic stroke). A stroke can result in
sudden numbness or weakness, confusion,
trouble with vision, speech, or coordination,
or a sudden severe headache. Stroke is the
third leading cause of death in the U.S. and a
major cause of disability in both women and
men. In general, women have a lower risk of
stroke than men, but because of their longer
life expectancy, they account for 60 percent of
stroke fatalities. Epilepsy is characterized by
chronic, recurring seizures caused by abnor-
mal electrical activity in the brain. Although
anti-epileptic drugs (AEDs), brain stimulation,
or surgery can help many patients control the
disorder, for others, the seizures are resistant to
therapy or the treatments cause unacceptable
side effects. Women with epilepsy can face
special problems, such as increased seizure
frequency during phases of the menstrual cycle
(called catemenial epilepsy). Female patients
taking selected AEDs must consider changing
medications if they wish to become pregnant
since certain AEDs can cause higher-than-
normal rates of birth defects. Rett syndrome

is a childhood neurological impairment seen
almost exclusively in females, causing severe
cognitive impairment, autistic behavior, stereo-
typic movements, and frequently seizures. The
NINDS supports basic, translational, and clini-
cal research on these and other neurological
disorders.

The mission of the National Institute of
Nursing Research (NINR) is to support clinical
and basic research that establishes a scientific
basis for the care of individuals across the life
span. NINR-supported research encompasses
the health of individuals, their families, and
their caregivers. It also focuses on the special
needs of at-risk and underserved populations,
with an emphasis on health disparities. The
Institute’s research focus transcends many
disciplines to promote health and improve
patient and caregiver quality of life across a
broad range of diseases and conditions. The
NINR unites the disciplines of biological and
behavioral sciences to elucidate the complex
interactions between the physiological factors
of health and disease and the behavior, deci-
sions, and perceptions of the individual. In
2006, the NINR released its new five-year stra-
tegic plan, titled Changing Practice, Changing



Lives. Developed in close consultation with
representatives of the extramural community,
this new plan details the NINR's scientific
priorities. The Institute will focus its research
on health promotion and disease prevention;
improving quality of life through self-manage-
ment, symptom management, and caregiving;
eliminating health disparities; and leading
critical research on the end of life. The plan
also highlights four cross-cutting strategies for
advancing nursing science, including advanc-
ing the integration of biological and behav-
ioral sciences, promoting the design and use
of new patient care technologies, improving
nursing science methods, and developing the
next generation of investigators. The NINR's
mission and research goals are inherently
suited to addressing the current challenges in
women's health research.

The National Institute on Aging (NIA)
conducts and supports a diverse portfolio of
research on older women'’s health, includ-
ing studies of Alzheimer’s disease and other
dementias, menopause and hormone therapy,
osteoporosis, physical disability, and other
diseases and conditions. NIA-supported inves-
tigators continue to explore the reasons behind
gender differences in disability, morbidity,
and mortality at older ages. In addition, the
NIA supports an extensive program of research
pertaining to health disparities among special
populations. The NIA has several ongo-
ing research initiatives dealing specifically
with women'’s health, including the Study of
Women's Health Across the Nation (SWAN),
the Women's Health Initiative Study of Cogni-
tive Aging (WHISCA), and Women's Health
and Aging Study (WHAS). These studies and
others are providing valuable information
about the menopausal transition in women
of diverse racial and ethnic backgrounds; the
effects of hormone therapy on memory and
cognitive functions; disability among older
women; and other health issues of importance
to older women, who are more likely than
men to live alone and in poverty and to be
institutionalized at an earlier age.

The National Institute on Alcohol Abuse
and Alcoholism (NTAAA) supports research
on the behavioral and medical causes and
consequences of alcohol use, abuse, and alco-
holism, and on new ways to prevent and treat
these significant public health problems. It is
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estimated that there are 18 million alcohol-
abusing or alcohol-dependent individuals in
the U.S., of which more than four million are
women. Women drink less alcohol and have
fewer alcohol-related problems and depen-
dence symptoms than men, but among the
heaviest drinkers, women equal or surpass
men in the problems that occur because of
their drinking. In contrast to young people
who begin drinking at age 21, equal numbers
of young men and women who begin drink-
ing at age 13 are four times more likely to
develop alcohol dependence sometime during
their lifetime. The NIAAA continues to expand
its research portfolio on the impact of alco-
hol and alcohol misuse on women's health.
Research related to women'’s health is found
in each programmatic division of the institute.
Because of the multidimensional and multi-
disciplinary nature of alcohol use disorders
and their prevalence worldwide, collaborative
research endeavors on a national and interna-
tional scale are required for progress toward
the goals of reducing alcohol abuse disorders
and alcoholism among women. Significant
scientific advances in understanding the
causes, consequences, prevention, and treat-
ment of alcohol use, abuse, and dependence
among women have occurred in the past two
fiscal years.

The National Institute on Deafness and
Other Commu