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Barbara Alving, MD

Dr. Barbara M. Alving is the acting director of the National Center for Research Resources
(NCRR) at the National Institutes of Health (NIH) and the director of the Women’s Health
Initiative. She also is a professor of medicine at the Uniformed Services University of the
Health Sciences in Bethesda, a master in the American College of Physicians, a former
member of the Subcommittee on Hematology of the American Board of Internal Medicine,
and a previous member of the US Food and Drug Administration’s Blood Products Advi-
sory Committee.

Dr. Alving earned her medical degree cum laude from Georgetown University School of
Medicine, where she also completed an internship in internal medicine. She completed res-
idency training in internal medicine and a fellowship in hematology at the Johns Hopkins
University Hospital. During her career, she attained the rank of colonel in the US Army,
serving as the chief of the Department of Hematology and director of the Division of Med-
icine at the Walter Reed Army Institute of Research. Subsequently, Dr. Alving served as the
director of the Medical Oncology/Hematology Section at Washington Hospital Center in
Washington, DC. In 1999, Dr. Alving joined the National Heart, Lung, and Blood Institute,
where she served as the director of the extramural Division of Blood Diseases and
Resources, deputy director of the Institute, and acting director. In March 2005, she was
appointed as NCRR’s acting director.

NCRR, in coordination with the other Institutes and Centers at the NIH, recently
launched an initiative that is designed to transform the way in which clinical and transla-
tional research is conducted at academic health centers (AHCs) across the country. As part
of the NIH Roadmap, this initiative is intended to advance the academic standing of clini-
cal and translational science as a distinct discipline and to catalyze the development of an
academic home for clinical and translational science. Dr. Alving provided details on the ini-
tiative in a recent interview.

JIM: What is the “NIH Roadmap for
Medical Research,” and what are its ob-
jectives?

Dr. Alving: Soon after becoming the
director of the National Institutes of
Health (NIH), in May 2002, Elias A. Zer-
houni, MD, convened a series of meet-
ings to chart a “roadmap” for medical
research in the twenty-first century. The
purpose was to identify major opportu-
nities and gaps in biomedical research,
which no single institute at NIH could
tackle alone but that the agency as a
whole must address, to make the
biggest impact on the progress of med-
ical research. The opportunities for dis-
coveries have never been greater, but
the complexity of biology remains a
daunting challenge. NIH is uniquely
positioned to catalyze changes that
must be made to transform our new

scientific knowledge into tangible ben-
efits for people.
Developed with input from meetings
with more than 300 nationally recog-
nized leaders in academia, industry,
government, and the public, the NIH
Roadmap provides a framework of the
priorities NIH as a whole must address
in order to optimize its entire research
portfolio. It lays out a vision for a more
efficient and productive system of med-
ical research. The NIH Roadmap identi-
fies the most compelling opportunities
in three main areas: new pathways to
discovery, research teams of the future,
and reengineering the clinical research
enterprise.

JIM: Recently, the National Center
for Complementary and Alternative
Medicine announced the cancellation
of a request for applications (RFA) for

regional translational research center
(RTRC) planning grants. Could you de-
tail the shifts in focus that led to this
cancellation? Does this event presage
changes that are more global than the
cancellation of a single RFA?

Dr. Alving: The vision behind the
RTRC concept was bold, but it relied on
collaborations between institutions.
Despite the strength of that vision,
feedback continued to surface that
more attention was needed to first
strengthen resources within the indi-
vidual institutions before pursuing an
effort focused primarily on interinstitu-
tional collaborations. We heard from
the community that institutions need
help to support clinical research.

We, therefore, re-evaluated how best
to transform the environment in order
to provide enduring support for clinical
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research science. To do this required
that we ask a fundamental question:
How can we integrate the clinical and
translational research efforts at institu-
tions in order to reengineer the clinical
research enterprise?

We realized that we needed to fully
integrate the initial roadmap and other
components into one effort to develop
a cohesive, comprehensive enterprise.
We needed to offer institutions the op-
portunity to develop a sustainable pro-
gram to pursue research throughout
the full spectrum of laboratory to patient-
oriented research.

JIM: What is the most pressing chal-
lenge related to reengineering the clin-
ical research enterprise?

Dr. Alving: Clinical research is the
linchpin of the nation’s biomedical re-
search enterprise. Yet clinical research
has become increasingly difficult to con-
duct, and it has become clear to the sci-
entific community that the United States
must recast its entire system of clinical
research if such efforts are to remain as
successful as they have been in the past.

To accelerate and strengthen the
clinical research process, a set of NIH
Roadmap initiatives will work toward
improving the clinical research enter-
prise by adopting a systematic infra-
structure that will better serve the
evolving field of scientific discovery.
This effort, which complements the
other initiatives that comprise the NIH
Roadmap, will provide the necessary
foundation for advancing translational
and clinical research. Several initiatives
are in place to carry forward this goal; at
NCRR, we are focusing on an initiative
called “Enhancing the Discipline of
Clinical and Translational Science.”

JIM: In recent presentations, Dr.
Zerhouni has outlined a strategy that
will seek to reformulate the roles played
by the General Clinical Research Cen-
ters (GCRCs). Can you speak to the
types of shifts that may await the GCRC
and the NCRR in the refocusing of re-
sources to address the objectives out-
lined within the Roadmap?

Dr. Alving: This new initiative will
provide an opportunity for qualified in-
stitutions to broaden their commit-
ment to clinical research and move
clinical research to the next level of re-
search excellence. Academic health
centers, including those with GCRCs,
will have the opportunity to build on
their existing resources and transform

into this new integrated program. Over
a period of years, GCRCs will have the
opportunity to transition into this new
broader, more integrated program.

JIM: Could you explain what you
mean by “broader” and “more inte-
grated”?

Dr. Alving: The goal is to integrate
resources and training in clinical and
translational science in a unified insti-
tutional environment that allows sus-
tained growth of the discipline and of
the emerging clinical and translational
workforce. In addition, institutions
with the awards will cooperatively ad-
dress and provide solutions to the na-
tional impediments to clinical and
translational science. This endeavor
will then provide a nurturing environ-
ment, locally and nationally, for clinical
and translational research, leading to
programs similar to a traditional aca-
demic department. An institution’s pro-
gram could be housed in a department,
center, or institute, depending on local
factors. Investigators might hold joint
appointments in both the new program
and their clinical departments.

JIM: On May 23, you held a meeting
to discuss the discipline of clinical and
translational science, which more than
300 researchers attended in order to of-
fer suggestions on the implementation
of this new initiative. At the meeting,
there was a great deal of discussion
around the need to define the most ap-
propriate type of “home” for clinical ef-
forts around the country. What has
driven this focus?

Dr. Alving: Through dialogue with
the clinical research community, NIH
has recognized that major shifts in pri-
orities at academic health centers con-
strain the conduct of clinical research.
An exploding demand for clinical serv-
ices and greatly reduced financial mar-
gins have combined to dramatically
limit the time clinical scientists have to
conduct research and to train the next
generation of clinical and translational
research scientists. In brief, many of the
current problems result from the ab-
sence of a true intellectual home for the
emerging discipline of clinical and
translational science.

NIH also needs to improve its effi-
ciencies to allow for clinical and trans-
lational science to flourish at academic
institutions.

JIM: What do you anticipate will be
the mechanisms that the NIH will use

to catalyze a movement to create such
clinical research “homes” at AHCs?

Dr. Alving: This new vision will em-
brace a more systematic, integrated ap-
proach to strengthen and accelerate
clinical research. Institutions will be
provided with the financial resources
and flexibility to establish an academic
home that will advance the new intel-
lectual discipline of clinical and trans-
lational science. This new home will en-
able these AHCs to create and nurture a
robust force of well-trained clinical in-
vestigators, as well as to stimulate these
institutions to establish or expand 
degree-granting programs in clinical
research. By consolidating, integrating,
and strengthening their infrastructure
resources, AHCs will be able to syner-
gize clinical research and develop in-
terdisciplinary talent, thereby reducing
barriers that impede the transfer of lab-
oratory discoveries into clinical trials.
Enhancing and integrating clinical in-
formatics support will further advance
the objectives of this new discipline.

The research community continues
to be very helpful to this process. We’ve
now reviewed the information gleaned
at the May 23 meeting and submitted
through the NCRR Web site and are
planning to publish details about this
new program in the NIH Guide for
Grants and Contracts in early fall.

We also have a very active Web site
devoted to the issues raised at that
meeting and the follow-on process:
<http://www.ncrr.nih.gov/clinicaldis
cipline.asp>.

JIM: Although the NIH recognizes
the diversity within the AHCs, what
components do you envision will be
found within such “homes”? In what ar-
eas do you anticipate that differences
will persist among the AHCs?

Dr. Alving: To enable this new disci-
pline to develop, we want to create an
integrated program that will serve as
the institutional focus for clinical and
translational science. These awards
would likely support research that in-
cludes better ways to design clinical
studies and trials with respect to proto-
col development as well as regulatory
oversight. Funding would support edu-
cation, training, and career develop-
ment, including a clinical and transla-
tional science degree-granting program.
An effective program would include
clinical research informatics and pro-
vide data management support. Clini-
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cal research resources will include
space and personnel for inpatient, out-
patient, and community studies and
patient recruitment services. Further-
more, these programs would support
the core technologies and laboratories
required to conduct clinical and trans-
lational research.

Flexibility is key to this process. The
program must be tailored to the needs
and strengths of individual institutions.
AHCs will be able to designate the ap-
propriate sizes, locations, and configu-
rations of their programs. They will
need sufficient resources to develop
needed infrastructure and receive sup-
port for local creativity and adaptability.

JIM: How do you anticipate that
such changes will affect the role(s) of
the nation’s GCRCs?

Dr.Alving: Most GCRCs are linked to
academic health centers; thus, they
would be central components, or
“homes,” for clinical and translational
science. All institutions with GCRCs will
be encouraged to apply and compete.
This offers these institutions the oppor-

tunity to build upon their existing re-
sources and transform into this new in-
tegrated program.

JIM: What changes do you antici-
pate that such shifts will effect on the
clinical research landscape in the com-
ing decade?

Dr. Alving: In 6 to 8 years, we believe
we will have created a home for clinical
and translational science at academic
health centers across the nation. Trans-
forming the clinical and translational
science into a new academic discipline
will provide greater opportunities for in-
stitutions to enhance the creation of
dedicated promotion and tenure path-
ways for clinical researchers, strengthen
the infrastructure needed for successful
clinical and translational research, and
advance the nation’s health by rapidly
and efficiently moving patient observa-
tions and basic discovery research into
clinical practice.

JIM: Recent shifts in priorities and
funding have been projected to decrease
the number of K awards that are to be
awarded to young investigators who are

to be funded by the NCRR. What effects
do you anticipate that this will have on
the broader GCRC/NCRR initiatives?

Dr. Alving: First, I’d like to empha-
size that the clinical research career de-
velopment awards—or K awards—are
critical to our efforts to attract talented
medical students, physicians, dentists,
and similar professionals to the chal-
lenges of clinical research or to help
clinical investigators transition to inde-
pendent research careers. We believe
these awards are an essential compo-
nent of NCRR’s mission. In fact, the
number of K awards is expected to sta-
bilize so that NCRR will be supporting
about 200 awardees, distributed among
the K12, K23, and K24 mechanisms.

JIM: Do you have any final com-
ments?

Dr. Alving: The development of this
vision requires that the NIH work
closely with the community of re-
searchers and the academic health cen-
ters that choose to respond to this op-
portunity. The process will be initiated
soon but will take years to develop fully.
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As presaged by Dr. Alving’s comments in the preceding in-
terview, on October 12, 2005, the National Institutes of
Health (NIH) issued two requests for applications as part of
its Roadmap initiative. The first, the Institutional Clinical
and Translational Science Awards (CTSA) program, is de-
signed to create “academic homes” for investigators en-
gaged in the practice of clinical and translational science.
The second request for applications (RFA) offers planning
grants to support the preparation by individual institutions
for application for future CTSA grant applications.

The CTSA RFA will assist institutions in creating trans-
formative, novel, and integrative academic homes for clin-
ical and translational science that will have the consoli-
dated resources to:

• captivate, advance, and nurture a cadre of well-
trained multi-disciplinary and inter-disciplinary
investigators and research teams,

• create an incubator for innovative research tools and
information technologies, and

• synergize multidisciplinary and interdisciplinary
clinical and translational research and researchers to
catalyze the application of new knowledge and tech-
niques to clinical practice at the front lines of patient
care.

These efforts are designed to create an entirely new dis-
cipline of clinical and translational science that fuses and
extends the domains of clinical investigation and transla-

tional research. The new entities will serve to concentrate
basic, translational and clinical investigators, community
clinicians, clinical practices, networks, professional soci-
eties, and industry. It is anticipated that these academic
homes may take any of a variety of distinct forms, such as
centers, departments, or institutes. The RFA intentionally
provides for such flexibility. The overriding goal of these
programs, however, is to harness the NIH Roadmap re-
sources to promote synergy of existing institutional re-
sources, not necessarily to fund the creation of additional
facilities.

The NIH anticipates funding 4 to 7 awards as a result of
this RFA, but intends to issue additional solicitations in the
future. Awards for this RFA will be up to $6 million annually
for 5 years for each institution.

Recognizing that not all institutions are positioned to
immediately respond to the present CTSA program RFA,
the NIH issued an RFA for institutions still in the planning
stage for their institutional clinical and translational sci-
ence programs. The NIH anticipates funding 50 of these
one-year planning grants to provide resources to allow in-
stitutions to plan for and manage the necessary organiza-
tional and cultural changes needed to implement an insti-
tutional Clinical and Translational Science Awards
program, in preparation for submission of a subsequent
CTSA application.

For more information on this announcement see:
<http://www.ncrr.nih.gov/clinicaldiscipline.asp>.
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