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MESSAGE FROM THE DIRECTOR

HISTORIC OPPORTUNITIES

The Clinical Center underwent unprecedented scrutiny in 2010 as part of a thorough
review of NIH’ intramural program by the Scientific Management Review Board.
The Board was authorized by the NIH Reform Act of 2006 to advise the NIH
Director, HHS officials, and Congress. Recommendations made by the Board at

the end of 2010 included expanding the Clinical Center’ role as a resource for the
external clinical research communities; streamlining its governance structure; and
defining a more stable mechanism for funding that is responsive to evolving priorities.
These recommendations still face further discussion across NIH and HHS prior to a

tinal decision, which will be reported to Congress.

The Clinical Center has made strides in opening its doors to extramural researchers

in recent years. The Bench-to-Bedside program has included research collaborations
involving extramural investigators since 2006. A pilot partnership with the Damon
Runyon Cancer Research Foundation, announced late in 2010, is a promising new
avenue for external collaborations with early-career investigators. Training in clinical
research and its management has long been an important cornerstone of the Clinical
Center’s mission. Since 1995, more than 21,000 students world-wide have participated
in the NIH Curriculum in Clinical Research. In 2010, the innovative sabbatical in
clinical research management attracted its first participants. The sabbatical provides a

learning environment that is totally flexible and responsive to student needs.
The Clinical Center provides an unparalleled environment for all aspects of clinical

research. The coming months and years offer remarkable opportunities for the Clinical

Center to contribute to medical discovery in important new ways.

John I. Gallin, MD
Director, NIH Clinical Center
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OUR VISION As America’s research hospital, we will lead the global effort in

4

training today’s investigators and discovering tomorrow’s cures.

MISSION To provide a versatile clinical research environment enabling the NIH mission to

improve human health by:

investigating the pathogenesis of disease;

conducting first-in-human clinical trials with an emphasis on rare diseases
and diseases of high public health impact;

developing state-of-the-art diagnostic, preventive, and

therapeutic interventions;

training the current and next generations of clinical researchers; and,
ensuring that clinical research is ethical, efficient, and of high

scientific quality.

There’s No Other Hospital Like It
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RECENT CLINICAL CENTER ACHIEVEMENTS

N 2010 WE:

Expanded the international reach of clinical research training programs.
Initiated a sabbatical in clinical research management.

Began a pilot partnership with the National Cancer Institute’s Center for
Cancer Research and the Damon Runyon Cancer Research Foundation,
offering some of the Clinical Center’s capabilities and expertise to an
external group of clinical investigators in cancer research.

Defined the nursing subspecialty in clinical research nursing.

Opened a new pharmaceutical development facility to formulate candi-
date drugs and a Special Clinical Studies Unit offering state-of-the-art

isolation and extended-stay capabilities.

Partnered with Project SEARCH to launch an internship program for
young adults with disabilities.

Underwent review as part of the Scientific Management Review Board’s
focus on NIH intramural research. The Board, established by the NIH
Reform Act of 2006, advises the NIH Director and HHS officials on certain
organizational authorities.

Celebrated the fifth anniversary of the Edmond J. Safra Family Lodge.

Continued collaborations in the Undiagnosed Disease Program. Nearly
400 patients have been accepted since the program began in 2008.

Improved communications with referring physicians.

Enhanced patient safety through expanded bar-coding capabilities.
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Patient Activity and Support

HOME STATES OF ALL ACTIVE CLINICAL CENTER PATIENTS
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WORKFORCE DISTRIBUTION

.

The Clinical Center has a staff of
approximately 2,000.

Nursing & patient care/support
services 41%

Administrative & operations 18%
Clinical departments &

imaging sciences
departments 41%

VT 63
NH 100

2> MA 499

RI 71

CT 350

NJ 1016

DE 283

DC 4645

MD 20,749

Patients come to NIH from
every corner of America

seeking answers to their
scientific and medical questions.
Finding these answers through
leading-edge clinical research

is the sole mission of the

NIH Clinical Center, guiding

all of its activity.

FY 2010 BUDGET BY MAJOR CATEGORY

377.4 MILLION

]
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Salaries and benefits 57%
NIH assessments 7%
Drugs 10%

Contracts (labor) 8%
Contracts (non-labor) 7%
Equipment 3%

Supplies 6%

All other 2%



PATIENT ACTIVITY 2008-2010

Admissions

New patients

Inpatient days

Average length
of stay (days)

Outpatient
visits
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ONSITE CLINICAL ACTIVITY FOR 2006-2010

Active
Protocols

New
Protocols

Principal
Investigators
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PATIENT ART ON DISPLAY

A new display in the NIH Visitor Center and
Nobel Laureate Exhibit Hall in the Natcher
Building spotlights Clinical Center partners

in research—the patients. Tiles from “The Art

of Healing” art therapy project out of the CC

R chabilitation Medicine Department Recreation
Therapy Section and the CC Art Program were
installed in late February. The project was conduct-
ed in the summer of 2008 and invited patients and
their family members to decorate tiles to express
their experiences through illness and treatment
using mixed media like copper cut-out shapes,
game pieces with letters, paint, and a texturized
modeling paste. Many of the tiles are presented in

the “Hope Flows from One to Another” display
on the Hatfield Building’s seventh floor. Next to
the wall of NIH Nobel Prize laureates, the patient
artwork completes a representation of translational
research.

“We so appreciate the addition of this patient-
focused exhibit. It adds a wonderful dimension
and balance to the other displays in the exhibit
hall that focus on the importance of researchers as
mentors,” said Visitor Center and Nobel Laureate
Exhibit Hall director Jennifer Gorman (at right in
photo with coworker Tara Mowery).“The patient
tiles bring the human story of research to the audi-
ence. They literally jump off the wall and say to the
viewer that research and discovery is about life.”

The art selection and arrangement of the work,
with identifiable themes at eye-level, particularly
appeals to middle-school age groups who partici-
pate in programs at the NIH, Gorman said, though
any kid at heart should be drawn to the tiles.

The Visitor Center plans to continue enhancing
the Nobel Laureate Hall’s aesthetic with interac-
tive consoles where visitors can hear stories of dis-
coveries from the researchers who made them and
experience virtual tours and science that highlight
the NIH.

FORMER PATIENT CELEBRATES LIFE AFTER BEATING CANCER AT THE NIH
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Robert Longo celebrated an anniversary in June 2010. Given a 20
percent chance of living two years, Longo has survived 35 years after
a bone cancer diagnosis at age 15.

He was diagnosed on June 10, 1975. Living in Rockville at the time,
Longo learned of an NIH protocol for the cancer that would take
his left leg above the knee. Others in the study were also teenagers
and together they did two legged races down the hall and played in
wheelchair basketball games organized by the nurses.

His experience as a research volunteer inspired his project to earn
“life rank” in the Boy Scouts of America: a blood drive at the NIH
Blood Bank. More than 100 people donated 92 pints of blood.
Longo continues to organize NIH blood drives.



ARTIST'S EYES

VOLUNTEER INTERPRETERS HELP STAFF AND PATIENTS BRIDGE

LANGUAGE BARRIERS

Eileen DeSantillana (right) is one of more than
70 language interpreter volunteers who help
patients like Jaime Sanchez of Oaxaca, Mexico,
navigate the sometimes complicated journey of
clinical research. To assure that all patients have a
full understanding of their involvement in clinical
research, and, conversely, to assure that staff have

a full understanding of what the patient is ex-
periencing, the CC relies on a dedicated staft of
language interpreters.

The program also comprises three staff members
to handle the average of 25 (though as high as
40) interpreter requests that come in a day. From
Ambaric (spoken in Ethiopia) to Yiddish, the pro-

gram offers interpreters in more than 40 languages.

Volunteers come in the form of former and cur-
rent NIH staff, local retirees of such international
entities as the World Bank and the Pan American
Health Organization, and medical students or
those who wish to soon be such. “Our volunteers
are selfless people who serve with devotion

and humanity,” said coordinator Brenda Robles.

“They value their experience and show respect
to the patients. We admire them and highly
value them.”

All volunteers are vetted and tested to assure that
their capabilities match the CC needs, particularly
knowledge of medical and legal jargon, Robles
said. No matter their background, applicants take a
written and an oral test then, if they pass, shadow
an interpreter to learn the CC process.

Nurse Eleftheria (Libby) Koklanaris of the National
Heart, Lung, and Blood Institute uses the the
service almost daily to interpret for procedures
and consents and to communicate and correspond
with patients and their doctors in their country
of origin.

“Without the Language Interpreter Program and
their services, it would be challenging to advocate
for the patient’s needs, which does not do justice
for the patients,” Koklanaris said. “They offer many
services and their endless efforts of advocacy and
professionalism are what make them desired by
many.”

Chevy Chase artist Jean Meisel made a
generous donation to the Clinical Center in
2010—13 large works, half of which hang in
the Magnuson’s Building new main corridor.
Her artist’s statement explains her work: “Every
day of our lives we are astounded by the glori-
ous and mysterious objects and events in the
natural world. In my paintings I isolate shapes
and colors and simplify what I see—rocks,
leaves, skies, shells—in the hope that the viewer,
like the painter, can apprehend these miracles
with new eyes.”
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EDMOND J. SAFRA FAMILY LODGE MARKS FIFTH ANNIVERSARY

The Edmond J. Safra Family
Lodge has housed close to
74,000 caregivers of Clini-
cal Center patients since it
opened on June 1, 2005. It
offers convenience and com-
munity to the loved ones of
our partners in research.

A haven for caregivers of Clinical Center
patients—the Edmond J. Safra Family Lodge—
welcomed its first guests on June 1, 2005.

Since then, about 74,000 family caregiv-

ers from around the world have stayed at the
Family Lodge. “The lodge was first conceived
by Clinical Center nurses, and having a
resource like the Family Lodge was a goal of
mine for many years,” said Dr. John I. Gallin,
CC director. “Patient volunteers make clinical
research and medical discovery possible. The
lodge makes it possible for their loved ones to stay
close and be comfortable during what can

be a very stressful time.”

Just steps away from the CC, the 34-room guest
house is an extension of the patient experience,
said Denise Ford, chief of CC Hospitality Services.

“We know how much our patients need the sup-
port of their loved ones while they are inpatients.
It gives them peace of mind to know that family is
close by and well cared for by our wonderful staff
at the lodge,” Ford said.

Getting here

The CC initiated the NIH Guest House
program in 1996 in Building 20, the former staff
Apartment House. Building 20 was torn down in
1998 to make way for the Hatfield Building.
The six-unit Guest House moved to a nearby

apartment building on Battery Lane in Bethesda
then to six rooms in a local hotel. These pilot pro-
grams demonstrated the need for housing. The CC
approached the Foundation for the NIH, asking
that the foundation’s board spearhead a campaign
to solicit support from private sector partners to
build the Family Lodge. As the project closely
reflects its mission—supporting NIH’s efforts to
improve health through scientific discovery—

the foundation board made fundraising for the
much-needed lodge its highest priority.

On April 17,2002, a ceremony marking the
naming of the facility as the Edmond J. Safra
Family Lodge was held at the Russell Senate
Office Building in Washington, DC.

Massachusetts Sen. Ted Kennedy was a keynote
speaker in support of the lodge. Contributors of
the $9 million raised to build the lodge, besides
the main benefactor, the Edmond J. Safra
Philanthropic Foundation, included the Merck
Company Foundation; the Bristol-Myers Squibb
Foundation; GlaxoSmithKline; the Harry and
Jeanette Weinberg Foundation; and many other
corporations, foundations, and individuals.

Considered by many to have been the twentieth
century’s greatest private banker, Safra quietly
carried out many philanthropic activities. The
Edmond J. Safra Philanthropic Foundation car-
ries forth Safra’s lifetime commitment to medical
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research and humanitarian causes. His namesake
organization gave millions to the Foundation
for the NIH. Safra’s wife, Lily, serves on the
foundation’s board of directors.

A groundbreaking ceremony on October 29,

2002, marked the beginning of construction of the

Family Lodge. It was designed by Amy Weinstein
of Weinstein Studio in conjunction with the
architectural firm Louviere, Stratton and Yokel.
Designed in the unique style of an early 1900s
English Manor House, the lodge offers a retreat
to the families and caregivers who make it their
temporary home.

Lily Safra, on making her gift for the building of
the Family Lodge, said, “We know that when
illness afflicts one person, an entire family can
suffer. The mission of the Edmond J. Safra Family
Lodge is to give those families a place to remain
resilient together.”

On May 26, 2005, the six-year planning and
construction project officially came to an end

as the Family Lodge was formally dedicated

and opened. When Lily Safra saw the completed
building for the first time, she smiled and simply
stated, “Beautiful.”

How it works
Guests are offered a room at the Family Lodge
based on a priority system. Caregivers of patients

in the intensive care unit are given first priority,
followed by those with loved ones in palliative or
end-of-life care. Close to 70 percent of guests are

from the third priority group: those accompanying

a patient having inpatient surgery or admitted
for more than one week.

The remaining priorities are for

discharged inpatients (and their

guests) transitioning home and

outpatients (and their guests).

The Family Lodge is located at

the corner of Convent and Center
Drives, across the street from the CC.
“The proximity of the lodge to the
Clinical Center offers ease of access,’
Ford said. “It gives them one less
thing to worry about and lets them
focus on caring for their loved one.”

“Staff are customer service-oriented,
but respect the guests’ privacy,” said
Edmond J. Safra Family Lodge
Executive Director Lawrence
Eldridge. Many want to reflect or
relax alone, while some guests may
care to engage with others, frequently
in the lodge’s shared kitchen.

Special garden setting

Through an additional special
gift to the Foundation for

the NIH made by Lily Safra,
landscaping around the Family
Lodge offers visitors a myriad
of garden experiences, includ-
ing the more private Claudio
and Evelyne Cohen Garden.

A peaceful, tranquil venue
provides guests with a place of
rest and refuge from their day-
to-day concerns in an English
park-like setting reminiscent of
the lodge’s architecture. A path
meanders along the perimeter
of the lodge’s property, and a
number of smaller pathways
lead to more intimate seating
areas. Each is distinctively
treated with plantings and a
water feature. Benches of-

fer guests multiple areas for
conversation and reflection.
The gardens were designed by
Madison Cox Design Inc.

National Symphony Orchestra
conductor Marvin Hamlisch
and violinist Marissa Regni
presented a holiday concert
at the Edmond J. Safra Family
Lodge in December. It was the
the renown musican’s fifth
holiday concert here.
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SURGERY SPACES RENOVATED TO IMPROVE PROCESS FOR PATIENTS AND VISITORS

A new space for the
Department of Perioperative
Medicine’s family waiting and
outpatient arrival area offers
separate enclaves for privacy
and comfort.

CRACKING A SMILE

Clowns from the Ringling Br
and Barnum & Bailey Circus
visited Clinical Center
patients—including

Vienna Mariela Martinez
Fuentes—in March.

Surgery is a multi-step process for patients and

for their loved ones, too. Recognition of the stake-
holders and the several stages involved in prepar-
ing for an invasive procedure led to a recently
completed renovation of some areas of the Clinical
Center Department of Perioperative Medicine.

The pre-anesthesia clinic now includes three inter-
view and exam areas, along with a separate waiting
area, which allows for more privacy and a more
relaxed setting. At the clinic, patients scheduled

for surgery review the planned procedure and the
risks of anesthesia with staff and have the opportu-
nity to bring up any questions or discuss concerns.

On the day of their surgery, outpatients report
to the new waiting area, where loved ones of all
surgical patients can wait to
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team. Closer to the procedure areas and recov-
ery room than its predecessor, the new waiting
area features isolated areas where family mem-
bers and friends can gather separate from other
patients’ visitors.

An appreciated addition to the new space is

a private room for sensitive conversations.

A volunteer services representative is present

to answer questions and assist the arriving out-
patients and the waiting family and friends.

A bright, new holding area lets the surgical
team take proper preparation steps—such

as documentation and site marking—efticiently
and privately.




FRESHER, MORE
SEASONAL

More fresh foods, more variety,
redesigned layout. The Clinical
Center Nutrition Department
rolled out its revised patient
menu in mid-2010.

The new menu replaces
some frozen foods with fresh
versions. For example, fresh

spinach replaces frozen spinach

The new “elegant”
Clinical Center patient
menu features fresher
ingredients and new
offerings from the
Nutrition Department.

on the dinner sides menu. The
Fall/Winter seasonal menu also offers more variety,
adding shrimp, pork chops, beef stew, baked sweet
potatoes, and a variety of new soups, including
a soup of the day. The menu is without added
trans fat.

“The Clinical Center strives to be ahead of

the curve when it comes to our room service
program,” said Jennifer Widger, Food Service
Section chief, comparing the new menu to the
options offered at other hospitals. “We provide a
‘build-your-own’ concept for many of our items,
such as a salad bar and pasta bar, so patients can
combine whichever ingredients they would like.”

The recipes are developed by the department’s
certified executive chef, Robert Hedetniemi.
Every new menu item is then thoroughly
reviewed by clinical dietitians who determine if
the item complies with more than 150 diets.

Nutrition Department food preparation staff and
phone operators receive training on new recipes
and participate in a taste test, so they can answer
questions about items. Lee Unangst, dietitian
informaticist and manager of the department’s
complex computer system, ensures ingredients and
nutrition information is accurate and correct.

With a diverse patient population, the CC must
work to feed a variety of diets.

“Because we serve patients from all over the world,
there are, of course, different food preferences,”
explained Widger, describing how her group
found a source of halal-certified meat for a
Muslim patient who came to the CC for a lengthy
stay.“When we get a patient request, we honor it.”

CELEBRATING PATIENT SIBLINGS

Brothers and sisters of Clinical Center patients
were honored during the Third Annual Sibling
Day at the Clinical Center on July 13,2010.

“It is truly important that there is a time . ..

they can be a proud, contributing member

of their family,” said Dr. Lori Wiener, event
organizer and coordinator of NCI's Pediatric
Psychosocial Support Program. The program

is conducted in conjunction with the Clinical
Center Rehabilitation Medicine Department
Recreation Therapy Section and The Children’s
Inn. Participants visited the Department of
Laboratory Medicine, the Department of
Perioperative Medicine, and a mock scanner in the
National Institute of Mental Health Behavioral
Health Clinic. Chief of the Recreation Therapy
Section Donna Gregory facilitated therapeutic
activities encouraging the siblings to talk about
their experiences with a sick brother or sister and
starting a conversation on what they face and how
they cope with it.

In an operating room, siblings
learned how staff sterilize the
environment and got a chance
to practice surgery in a mock
belly. Nurse Shayna Herbert
showed patient siblings Katalina
Khoury (left) and Kassidy Koch
some of the tools surgeons use.
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Dr. Richard Schulz, a
nationally recognized
expert in the field of
caregiver research,
was guest speaker.

HOSPITAL RECOGNIZES COMMUNITY OF CAREGIVERS

WITH DAY OF ACTIVITY

In recognition of the support provided by family
and loved ones to patients participating in clinical
research, the Clinical Center celebrated National
Family Caregiver Month with Family Caregiver
Day on November 1, 2010.

Research shows that family caregivers are at
increased risk for health, emotional, financial,
and work-related problems. In addition, family
caregivers often find themselves in positions that
make it difficult to maintain their own health.

“Caregivers report a lot of disruption in their
sleep, high levels of physical and emotional fatigue,
and high levels of distress that might even suggest
that they need clinical intervention,” said Dr.
Margaret Bevans, clinical nurse scientist in Nursing
and Patient Care Services. According to Bevans,
research in the chronic care setting shows that
individuals who provide informal care to loved
ones exhibit not only an increase in morbidity, but
may also have an increased risk of mortality.

The agenda for Family Caregiver Day included

a presentation from guest speaker Dr. Richard
Schulz, a nationally recognized expert in the field
of caregiver research. Schulz is the director of the
University Center for Social and Urban Research
at the University of Pittsburgh. His talk—
“Reflections on Three Decades of Research on
Caregiving’—described some of the psychosocial
and general health issues encountered by family
caregivers, along with intervention research and

implications for policy.
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As a caregiver for her husband, Nancy Bradfield of
Harrisonburg, Va., understands how hard it can be.
“For people who are just coming into a situation
where their loved one has been diagnosed with a
serious illness, it can be quite a challenge,” she said.
“I think that if you can tell yourself that you need
to stay as optimistic as possible, it helps a lot. And
try to communicate as well as you can with the
patient.”

Events included an information fair and expo; an
interactive art project; sessions with mental health
and social work workers; and fitness, yoga, and
massage demonstrations.

“We are already caring for a unique population,
so we need to think of our caregivers as having to
deal with unique challenges. They are managing
not just the clinical needs of their loved ones, but
they also need to understand and interpret the
needs associated with the clinical trial their loved
one is enrolled in. This is an added complexity,”
said Bevans.

She is currently investigating the effectiveness
of problem-solving education in caregivers
and patients who are receiving stem cell
transplantation. “We are trying to determine
if caregivers who are supporting individuals
undergoing a stem cell transplant also report
levels of emotional distress or symptoms that
will put them at risk for health issues in the
future,” she said.

Ideally, Bevans would like to see caregivers
maximize the resources and education available to
them while at the CC, giving them the knowledge
and resources necessary to stay healthy when they
return home.

“If you think about the role of the caregiver—the
commitment to their family, their employer, their
own health—one can easily recognize the scope of
the caregiving experience. It’s much broader than
what we see when they are with us,” she said.



Asyky Maris works a paper
cutout of a hand to add to the
“Collage of Helping Hands”
interactive art project offered

by the Rehabilitation Medicine
Department Recreation Therapy
Section.

TEEN RETREAT

Members of The Children’s Inn band—
including staff members Alex Florez
(left) and Joe Hage—serenaded
participants in the Fourth Annual Teen
Retreat in June 2010. The Clinical
Center Rehabilitation Medicine Depart-
ment’s Recreation Therapy Section—
in collaboration with The Children’s
Inn—coordinates the event, which
offered two days of programs aimed

at balancing therapeutic activities with

team-building exercises.
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Advancing Clinical Research

PROTOCOLS BY RESEARCH TYPE
(ONSITE INTRAMURAL PROTOCOLS, FISCAL YEAR 2010)

Total active protocols: 1,443 Clinical studies are medical research studies (or protocols)
in which human volunteers participate. Clinical trials
are studies developing or investigating new treatments

Clinical trials: 638 (44%) and medications for diseases and conditions. Natural

Training: , 21 (2%) history studies investigate normal human biology and

Sample/data analysis: 120 (8%) . . . .

Screening: 67 (5%) the development of a particular disease. Screening studies

Natural history: 580 (40%) determine if individuals may be suitable candidates for

Pharmaco-dynamics/ inclusion in a particular study. Tiaining studies provide

kinetics studies: 17 (1%) an opportunity for staff physicians and other health-care
professionals to follow particular types of patients.

Breakdown of clinical trials Clinical trials phases
Phase 0: An initial first-in-human study (20-30

n . participants) under an exploratory IND

Total clinical trials: 638 (investigational new drug) for early

Phase 0: 9 (1%) identification of biologic and molecular

= Phasel: 198 (31%) markers in new clinical agents. There is very

Phase I-2: 70 (11%) little agent exposure with no therapeutic or

Phase 2: 307 (49%) diagnostic intent.

Phase 3: 39 (6%)

Phase 4 15 (2%) Phase I: Researchers test a new drug or treatment

for the first time in a small group of people

(20-80) to evaluate its safety, determine a safe
dosage range, and identify side effects.

Phase II: The study drug or treatment is given to a
larger group of people (100-300) to see if it is
effective and to further evaluate its safety.

Phase IlIl: The study drug or treatment is given to
large groups of people (3,000 or more) to
confirm its effectiveness, monitor side effects,
compare it with commonly used treatments,
and collect information that will ensure
safe usage.

Phase IV: These studies are done after the drug
or treatment has been marketed. Researchers
continue to collect information about the
effect of the drug or treatment in various
populations and to determine any side effects
from long-term use.
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THE ROAD AHEAD FOR CLINICAL RESEARCH NURSING

Clinical research nurses from more than 20 states
and four countries discussed the “Road Ahead”
during the Second Annual International
Association of Clinical Research Nurses (IACRN)
Conference co-hosted by Clinical Center Nursing
and Patient Care in November 2010.

Dr. Christine Grady, acting chief of the CC
Bioethics Department, delivered the conference’s
keynote, “Clinical Research Nursing: Ethical
Foundations and Challenges on the Road Ahead.”
Grady described some of the central ethical ten-
sions experienced by nurses in a clinical research
setting and encouraged nurses to be active, vocal
members of the research team.

“Each of the diverse nursing roles has its own
absolute critical function in the conduct of clinical
research, and all of us are committed to quality
research practices, high ethical standards, regulatory
compliance, and human subjects protection,” she
said. “In order to accomplish those goals, we need
to be familiar with the ethical challenges that we
face—the principles, regulations, and other guid-
ance for the ethical conduct of clinical research.”

According to Grady, clinical research nurses or
research nurse coordinators often find themselves
in a position where they are advocates for three
competing components of research: the individual
as patient, the individual as study participant, and
the research.

“All of us, I think, can recognize times when there
is a tension between a data point that needs to be
taken care of and a patient who might be upset or
asleep,” she said. “We wake them up, we calm them
down, but the tension that we feel in that process is
real. There are struggles between what we believe
1s important for the comfort and interest of the
patient, and the need to collect and report

accurate data.”

DEFINING CLINICAL RESEARCH
NURSING

Discover a better nursing career for a better world.
So said a video played at the beginning of the
Clinical Research Nursing 2010: Nursing Practice
at America’s Research Hospital pre-conference
November 17,2010.

Clinical Center Nursing and Patient Care Services
hosted the event, which was held the day before
the International Association of Clinical Research
Nurses conference. The pre-conference reviewed
the department’s four-year initiative to define the
specialty. “Clinical research nursing encompasses
the care that is required because of the condition
the patient has and any work that is necessary for
the clinical research study,” said Dr. Clare Hastings,
chief nurse officer. “If the person has diabetes, a
clinical research nurse takes care of the diabetes.
There is also serial sampling, blood draws, and
other procedures that are part of the protocol.”

The CRN2010 initiative was launched in 2007
following a review that encouraged nursing to
share the specialized nature of its practice.

A team of nurses worked to define the domain of
practice through interviews, review of
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CC Chief Nursing Officer

Dr. Clare Hastings (left)
accepted the IACRN
Distinguished Clinical
Research Nurse Award

from the association’s past-
president Margaret McCabe
(center) and current president
Nicole Mullen (right).

Acting chief of the CC
Bioethics Department

Dr. Christine Grady delivered
the IACRN conference keynote
on ethical foundations and
challenges of clinical research
nursing.



A panel of representatives
of different clinical research
nursing positions gave their
perspectives on their roles in
research. Participating were
(from left) Leslie Wehrlen,
nurse specialist in research;
Dirk Darnell, clinical research
nurse; and Carol Levinson,
senior clinical research
nurse.

clinical research nurse job descriptions, and review
of relevant of literature. They narrowed their find-
ings to five dimensions that represent the specialty.
“CRIN2010 was the basis for our strategic plan,
and we feel very good that we accomplished what
we set out to do,” Hastings said.

Clinical Research Nursing 2010 took this defini-
tion to the level of detail and consensus required
to create a certification process for nurses prac-
ticing in clinical research. This nursing specialty
focuses on the care of research participants. In
addition to providing and coordinating clinical
care, clinical research nurses have a central role
in assuring participant safety, ongoing mainte-
nance of informed consent, integrity of protocol
implementation, accuracy of data collection, data
recording, and follow up.

Hastings also explained the role of nurses at the
CC and demonstrated the value of the profession
in the research process. “If you want precision data
collection and patient care as specified in the pro-
tocol, you can’t be understafted,” she said.
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Pre-conference attendees, who came from aca-

demic institutions across the country, heard from
LCDR Dr. Margaret Bevans on the results of a
role delineation study—differences between a
research nurse coordinator and a clinical research
nurse—and the need for further analysis.

Representatives from difterent roles gave their
perspectives on nursing roles in research, and
nurses attended round table discussions on in-
novative approaches to a particular challenge in
clinical research nursing. The afternoon also held
an opportunity for tours of the Clinical Center
and discussion of research in particular patient care
settings.

Bertha R obbins, clinical research nurse coordina-
tor, is one of a small research staff at Middlesex
Hospital Cancer Center in Middletown, Conn.
She traveled to the Clinical Research Nursing
2010 pre-conference to learn from and share with
others in her field. “I think the initiative is a great
idea,” Robbins said. “This is the only way to move
the profession forward.”



DECKER LECTURE COMBATS MYTHS AROUND HOSPITAL-ACQUIRED INFECTIONS

The seventh in a series honoring NIH leaders in
clinical teaching, the 2010 John Laws Decker Me-
morial Lecture in June, highlighted the work of Dr.
Tara Palmore, deputy hospital epidemiologist at the
Clinical Center and staff clinician at the National
Institute of Allergy and Infectious Diseases. Palmore
is the recipient of the NIH Fellows Committee’s
2009 Distinguished Clinical Teacher Award.

Palmore’ lecture, “Hospital Infections: Rumors and
Reality,” addressed common misconceptions about
hospital-acquired infections, an area of interest of
the NIH community evidenced by the crowd at
Lipsett Amphitheater.

Hospital-acquired infections—which aftect nearly
2 million people a year and kill an estimated
99,000—come at a serious cost, economically,
and socially, Palmore said.

“An intangible but extremely important conse-
quence of hospital infections is a loss of public
confidence in the health-care system, which allows
these infections to occur in a place where people
go to get well,” she said.

Palmore refuted the misconception that “hospital
infections are bound to happen” and explained
ways health-care professionals can prevent and treat
infections. Palmore discussed the CC policy of
mandatory flu vaccination for patient-care staft.

Doppman imaging lecture presents “The Evolution of PET”

Radiology and Imaging Sciences hosted the 10th annual John Doppman
Memorial Lecture for Imaging Sciences on October 27, 2010.

Dr. Carolyn Cidis Meltzer, William P. Timmie Professor and Chair of
Radiology, as well as associate dean for research at Emory University School of
Medicine, was the speaker. She is also director of the Emory Center for Systems

Imaging.

“The reality 1s that flu vaccination of health-care
workers saves patient lives,” she said.

Palmore discussed strategies to prevent or terminate
the transmission of infection and encouraged lecture
attendees to always consider the possibility of

an outbreak until proven otherwise and to avoid
viewing single infections as isolated incidents

or coincidences.

“Hospital infections should not be accepted as a
normal part of patient care,” she said.“We aren’t
going to get certificates for having clean hands,
but preventing infections is really its own reward.”

Palmore came to the NIH in 2001 as an infectious
disease fellow after completing her medical degree
at the University of Virginia School of Medicine
and residency at New York-Presbyterian/Weill
Cornell Medical Center. She joined the NIH staft
in 2005 and became deputy hospital epidemiologist
in 2007. Palmore directs development, organization,
and implementation of the CC infection control
program.

The annual lecture is presented in memory of
former CC Director Dr. John Laws Decker, who
died in 2000. He served as director of the CC
and as NIH associate director for clinical care
from 1983 until 1990, after which he was named
scientist emeritus.

Meltzer spoke on “The Evolution of PET: Images of Progress.”
The Doppman lecture is held in honor of the late chief of the CC’s

former Diagnostic Radiology Department.
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Dr. Tara Palmore presented
the 2010 John Laws Decker
Memorial Lecture.

Dr. David Bluemke, director
of CC Radiology and Imag-
ing Sciences, with Carolyn
Cidis Meltzer, who presented
the 10th John Doppman
Memorial Lecture for Imaging
Sciences.



Recovery Act funds go to Clinical Center projects

Funding from the American Recovery and Reinvestment Act is enabling major purchases in support of

initiatives that will help stimulate advances in science and technology. The projects are:
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Instrument to provide automated assessment of the white blood cell differential, identifying the
fraction of white cells that are neutrophils, monocytes, lymphocytes, eosinophils, and basophils.
Hardware and software upgrades for the Clinical Research Information System (CRIS), the
electronic patient record application.

Upgrade to existing information technology system to integrate the new perioperative information
system and extend the infectious diseases and health-care epidemiology surveillance platform to
outpatients.

New capability for centralized patient scheduling that integrates into the Clinical Research
Information System.

Hi-resolution display monitors so clinicians have greater access for review of images from the
Electronic Picture Archiving Communications Systems that enable filmless radiology operations.
Portable computers to enhance quality care and patient safety by facilitating documentation at the
point of care.

Expansion of the perioperative information system, which enables procedures scheduling and
nursing/physician/anesthesia documentation. Information will be integrated to the Clinical
Research Information System.

System to automate the process of nucleic acid extraction from samples, which increases the
efficiency of molecular diagnostic services.

Freezers to replace old and outdated equipment for use with clinical blood products, reagents, and
clinical specimens.

Freezers to replace equipment used to store cellular therapy products, rare red blood cells, and
human leukocyte antigen (HLA) specimens for clinical use.

Equipment used during surgeries when excessive blood loss occurs. Such pumps can be life-saving
by rapidly infusing large volumes of blood and blood products.

Replacement endoscopes that are used during surgical procedures to visualize the respiratory and
gastrointestinal tracts.

Equipment to support ultrasounds, oxygen-dependent patients, and patients in impending
respiratory failure.

New server that will allow storage of complex data for electronic data-capture projects involving
movement analysis studies in rehabilitation medicine.

Hardware and software to provide authentication to all clinical and administrative information
systems following Homeland Security Presidential Directive 12 regulations using the Government
Smart Card.

Equipment to automate the process of isolating specific cell types, based on surface antigens using
monoclonal antibodies.

Equipment to enhance support for the hospital standard for intravenous medication safety infusion.
Software that enables extracting data from the CRIS and ancillary systems to the Data
Transformation Initiative System used for financial and activity reporting by protocol.

Hardware and software to enable patient and health-care provider access to patient records and
facilitate communications with the NIH care and research teams.

New PET/CT (positron emission tomography) scanner to strengthen and expand support for
clinical research, patient care.

Equipment to improve the quality of peripheral blood and bone marrow smears used in
laboratory tests.

Patient lifts to ensure staft safety and patient-care efficiency.

Support to accelerate efforts to transition to and maintain electronic medical records for patients.
Upgrades for processing servers and Tesla acceleration systems to facilitate more rapid generation of
higher-quality patient images.
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ASTUTE CLINICIAN EXAMINES GENES' ROLE IN LIVER AND HEART DISEASE

The 13th annual Astute Clinician Lecture brought
a crowd to Masur Auditorium on November 17,
2010, with a popular topic—“Genes Versus Fast
Foods: Eat, Drink & Be Wary.”

Dr. Helen H. Hobbs delivered the lecture established
through a gift from the late Dr. R obert W. Miller
and his wife Haruko. The Astute Clinician Lecture-
ship honors a US scientist who has observed an un-
usual occurrence and, by investigating it, has opened
an important new avenue of research.

Hobbs is a Howard Hughes Medical Institute inves-
tigator, director of the Eugene McDermott Center
for Human Growth and Development, and professor
of internal medicine and molecular genetics at the
University of Texas Southwestern Medical Center.
For the past 10 years she has spearheaded the Dallas
Heart Study, a large population-based study of Dallas
County.

In her lecture—part of the NIH Director’s Wednes-
day Afternoon Lecture Series—Hobbs presented
the case study of Morgan Spurlock, the star of the
documentary “Supersize Me” that chronicled his

experience with a McDonalds-only diet. Spurlock’s
elevated liver function tests and cholesterol levels
after only 12 days of his experiment is indicative

of the eftect such diet has on many Americans,
albeit at a slower rate, Hobbs said.

The elevated liver function tests are most likely due
to the development of fatty liver disease, which is