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Digital IRB

In collaboration with the Boston VA

Health Care System, the Research Service

at the VA Saint Louis Health Care System
is developing plans to implement an all
digital paperless IRB. It will be built on a
SharePoint and InfoPath software
architecture and will support all the
functions of the IRB. Investigators and
study coordinators will be able to upload
and track research protocols online.
Research administrative staff will
process and track all submissions
electronically. The IRB members will
have the option of continuing to use

the paper based system or the electronic
paperless system. Future plans also
include developing paperless sub-
mission process for animal protocols
and publications as well.

The new system will improve efficiency,
streamline workflow, and reduce
turnaround time. The digital IRB team
consists of David Rose, Healthcare
Specialist VABHCS; Maury Clay,
VASTLHCS OI&T programmer; and Akil
McClay, R&D AO. The team believes
transitioning to a digital platform will
provide long-term benefits to the IRB
through better protocol management
and improved compliance adherence.
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Deborah Hansen, PhD, RN

Alexander Sasha Krupnick, MD

Drs. Hansen and Krupnick Receive
BLR&D Merit Review Funding Awards

Congratulations to Deborah Hansen, PhD, RN, and Alexander Sasha Krupnick, MD, for
receiving Biomedical Laboratory Research and Development (BLR&D) Merit Review

Awards for their studies submittedin 2013.

Dr. Hansen’s research proposal entitled “Gulf
War Exposures and the Molecular Mechanisms
of Paternal Reproductive Risk” received BLR&D
Gulf War funding in 2014. Dr. Hansen is a 2007
NIH fellow and her research focuses on the aryl
hydrocarbon receptor and the molecular
mechanisms whereby paternal environmental
exposures result in sustained and trans-
generational reproductive effects.

Dr. Hansen’s expertise is combining laser
microdissection (LMD) with multiple
modalities, and adapting LMD to novel
applications specific to cell sub-types and
tissues in order to characterize the molecular
mechanisms of male reproductive toxicants.
In 2008, she joined the lab of Dr. Kelle Moley
as a visiting researcher through the clinical
and translational science award at Washington
University. Prior funding includes the
Department of Veterans Affairs VISN 15 and
HSRD merit award to study male mediated
toxicity within the framework of deployment
health. Drs. Hansen and Moley continue to
work within the university, their respective
institutions, and the research community

to raise awareness of male reproductive
toxicants as a significant public health issue.
Her research raises awareness of male
reproductive toxicants as a significant public
health issue and health concerns for deployed
Gulf War | Veterans.
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Dr. Krupnick’s research study is entitled
“Mechanisms of Immunosurveillance for
Lung Cancer.” Itis unknown why some
smokers develop lung cancer while others do
not. His study will explore the immunologic
basis for susceptibility to lung cancer,
focusing on a population of cells known as
natural killer cells. Results from his study
could improve our understanding of
immunosurveillance for lung cancer and
immunotherapy for this disease.

Lung cancer remains the major cancer-
related cause of death in the Western World.
Intense efforts are directed toward the
development of adjuvant therapy for the
treatment of this disease.

Dr. Krupnick’s team has recently discovered
that, unlike other solid tumors, the innate
rather than adaptive immune system plays a
critical role in immunosurveillance for lung
cancer. Furthermore, individual differences
in natural killer cells (NK cells) play a role in
susceptibility or resistance to this disease. In
this study, he will focus on the role of natural
killer cells in immunosurveillance and
immunotherapy of lung cancer.



Million Veteran Program
Coming to St. Louis VA

The Million Veteran Program
(MVP): A Partnership with
Veterans will soon be a part of
VA St. Louis Health Care
System’s Research Program.

MVP is a national, voluntary
research program conducted
by the Department of
Veterans Affairs, Office of
Research and Development
that collects geneticand
heath information to help lead
to new ways of preventing
and treating illness. MVP will
provide a better under-
standing how genes affect
health and illness with the
goal of improving health care
for Veterans.

Any Veteran enrolled to
receive care in the VA health
car system can participate.
Participation involves: filling
out surveys through the mail;
completing a one-time
approximately 20 minute
study visit to provide a blood
sample for genetic analysis at
a VA medical center;
permitting authorized MVP
staff to access information in
your medical record on an
ongoing basis; agreeing to
future MVP contact.

Dr. Michael Rauchman will be
the principal investigator on
this study at our facility. When
the study is ready for enroll-
ment, announcements will

be made.

“The important thing is not to stop questioning. Curiosity has its own
reason for existing. One cannot help but be in awe when he contemplates
the mysteries of eternity, of life, of the marvelous structure of reality. It is
enough if one tries merely to comprehend a little of this mystery every day.
Never lose a holy curiosity.” — Albert Einstein

ORO Site Visit Reviews RDC and HRPP Programs

The Office of Research Oversight (ORO) team
conducted an on-site review of the Research
and Development Committee Program and
the Human Research Protection Program
January 14-17, 2014. In addition, audio-visual
teleconferences were held with selected
personnel on January 6, 2014. The review was
performed by ORO’s Midwestern Regional
Office.

ORO noted the following strengths in the
VASTLHCS research oversight program:

The facility’s new Research Service leadership
was dedicated to improvement and growth of
the research program. Not only were they
working to improve the research office
operations, there was also an effort to grow
the research program while continuing to
create a culture of research compliance. This
effort had been recognized by facility
leadership and by investigators.

The IRB instituted best practices that helped
ensure it was operating optimally. One
notable practice was that an annual self-
assessment was completed by each member
which was then individually discussed with
the IRB Chair and subsequently shared with
the RDC Chair.

The RDC was fully engaged in the process of
annual subcommittee evaluations to ensure
oversight responsibilities were met and that
appropriate recommendations were provided
to the Medical Center Director (MCD) and
Chief of Staff (COS).

The Research Service tracking of ORD required
human subjects protection training and
Scope of Practice records were well organized.
ORO noted a vast improvement in the process
of record keeping by having the training
records added in the RDC meeting as a
standing agenda item and providing a report
to the membership each month.

The ORO team found four findings of non-
compliance for the RDC Program. These
included the finding that investigators did
not ensure manuscripts, abstracts, or
presentations were reviewed prior to
submission, which is being addressed. The
Human Research Protection Program
received five findings of non-compliance.
These findings included issues with VA Form
10-1086; inclusion of non-Veterans in VA
Research; and informed consents not placed
in the subject’s medical record (CPRS).

The Research Compliance Officer Auditing
Program was also reviewed.

ORO provided observations and suggestions
to assist our facility in further enhancingits
research oversight program. The facility will
evaluate the potential value of each
observation and suggestion relative to the
particular needs of our program.

The ORO concluded that the VASTLHCS had

a comprehensive RDC and HRPP, and it
appeared that there were no practices within
the Research Service, IRB, or by investigators
and their research staff that placed human
research subjects at significant risk. However,
ORO did identify regulatory and policy
deficiencies that will require remedial actions
in order for the VASTLHCS, RDC and HRPP to
comply fully with the requirements of current
VHA policies and procedures.

The scientific theory | like best is that the rings of Saturn are

lad

composed entirely of lost airline luggage.- Mark Russell



Clinical Epidemiology
Center — First Annual
Symposium

June 6, 2014

8:00 am -12:00 pm

The Clinical Epidemiology Center (CEC)
is a core resource available to VA
investigators to support and grow
clinical epidemiology research at

the VASTLHCS. The CEC began its
operation in July 2013 and has

offered a weekly seminar organized
around topics of interest within clinical
epidemiology including lectures on
novel concepts in biostatistics,
epidemiology, data visualization,
presentations of current research
results, and hands-on seminars in
statistics, grant writing, and proposal
preparation.

The CEC has also worked with nearly
20 investigators and provided support
including consultation on research
methodology, providing preliminary
analyses and pilot data for grant
proposals, and assistance with
manuscript preparation, posters

and scholarly presentations.

The CEC will host its first annual
Research Symposium on Friday, June 6,
2014 from 8:00 a.m. to 12:00 noon at
the Big Brothers Big Sisters Building,
501 North Grand Boulevard, St. Louis,
Missouri, in the second floor
conference area. The Research
Symposium will be a celebration of the
efforts made by the CEC within its first
year, as well a means of continuing our
mission to support excellent research
by providing an opportunity for VA
affiliated researchers to learn more
about ongoing projects.

Meet Our New IACUC Chairman

MarcS. Levin, MD, IACUC Chair

Dr. Marc Levin recently agreed to chair
the Institutional Animal Care and Use
Committee. He brings many years of
experience to the IACUC. He has been
involved in scientific research using
animal models since high school. He was
a member of the Washington University in
St. Louis Animal Studies Committee and
has been a member of our Research and
Development Committee for many years,
including a term as Chairman. Dr. Levin is
a staff gastroenterologist at our VA and a
Professor of Medicine at Washington

University in St. Louis. He obtained his B.S.

from MIT and his M.D. from the College of
Physicians and Surgeons of Columbia
University. He completed clinical training
in internal medicine and gastroenterology
at Barnes Hospital and Washington
University in St. Louis and then was a
postdoctoral research fellow in Dr. Jeffrey
Gordon's laboratory. Dr. Levin is a
member of AOA and is a Fellow of the

American Gastroenterological Association.

Dr. Levin's clinical practice is focused on
inflammatory bowel disease and other
intestinal disorders. His research aims to
benefit patients who are dependent on
parenteral nutrition due to intestinal
failure or short bowel syndrome resulting

from intestinal disorders such as
Crohn's disease, bowel infarction and
trauma.

His laboratory uses murine models of
short bowel syndrome to elucidate
the mechanisms underlying the
adaptive response that occurs in the
remnant gut following partial small
bowel resection. The goal of these
studies is to facilitate the design of
rational nutritional and pharmaco-
logical regimens to maximize gut
adaptation. A particular focus is on
the role that nutrients such as vitamin
A play in initiating and maintaining
intestinal adaptation. With his long-
term collaborator Dr. Deborah Rubin
(Washington University in St. Louis,
former St. Louis VA Medical Chief
Resident), Dr. Levin is also addressing
fundamental questions related to
intestinal development, homeostasis
and carcinogenesis.

In addition to their scientific
partnership, Drs. Levin and Rubin’s 40
year “collaboration” has produced
two sons who have never engaged in
animal research. Robert is the News
Editor and film critic of AM New York,
a New York City daily newspaper and
Benjamin is a guitarist and composer .

Dr. Levin’s activities in the greater

St. Louis community include serving
as an MIT educational counselor
interviewing prospective MIT
students. His hobbies include tennis,
reading and music.

COMINGS AND GOINGS

With our thanks and best wishes, we say goodbye to WOCs:

Elizabeth Fuchs, lan Lordermann, Matthew Starks, Emily Roth-Phillips, Fasiha Kanwal, MD
Congratulations to:
Wanda McLemore on being selected as RDC/IRB Administrator

Welcome to our new WOCs: Karen Lawrence, Jacelyn Smith, John Edwards, Mario
Schootman, Yan Xie, Joanne Salas, William Deardorff, Joshua Davis, Ryuji Higashikubo,
Libby Rank, Katherine Semenkovich
Sincere sympathy to:

The family, friends and co-workers of Linda Conwill, RN
Sumi Balasubramanian on the death of her husband Sree
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Did You Know?

Timothy O’Leary, MD, PhD, was named Acting Chief Research and Development Officer (CRADO) for the VA,
succeeding Joel Kupersmith, MD who stepped down.

BLR&D and CSR&D Update on Spring 2014 Review Cycle — The VA Central Office received a total of 638 applications
for review; 579 Merit Review Awards, 3 Pilot Projects, and 56 CDA-2 Career Development Awards. In addition, BLR&D
and CSR&D have received 11 Gulf War Research Applications which include 8 Merit Review Awards, 2 Pilot Projects, and

1 CDA-2 Career Development.

HSR&D Research Briefs - The Winter issue of HSR&D Research Briefs was recently distributed to all HSR&D investigators
and Centers. The issue provides Profiles of the 2013 PECASE Recipients Katherine Iverson, Ph.D., and Hardeep Singh,
M.D., M.P.H., as well as other news and information for the field. You can find HSR&D Research Briefs on the web at
http.//www.hsrd.research.va.gov/publications/research_briefs/ResBrfOnline 0214.cfm

QUERI has a new webpage highlighting updated funding opportunities and research-operations partnerships:
http.//www.queri.research.va.gov/partnered research.cfm.

A new Evidence Synthesis Program report on the topic of Antimicrobial Stewardship Programs in Outpatient
Settings: A Systematic Review, has been posted to the Intranet
at http://vaww.hsrd.research.va.gov/publications/esp/antimicrobial-outpatient.cfm

New HSR&D RFAs

A new RFA (HX-14-012) Dual Health
System Use - The Health Services
Research and Development Service
and the Office of Policy and Planning
will be announcing this Service
Directed Research (SDR) award in the
near future. This will be released
coinciding with our next merit
review cycle in May. The primary
purpose of the RFA is to capture dual
use amongst Veterans using the VHA
Health Care system especially in the
light of the Affordable Care Act.
Many of the Veterans who use VHA
are also using healthcare from other
providers like private insurers,
Medicare, Tricare or Medicaid. The
scope of the RFA will include multi-
system health care use, its impact on
the quality and efficiency of patient
care, best practices for attaining high
levels of cross-system care-
communication and coordination,
and unnecessary costs of care for the
patient. The budget for the RFA will
be capped at $200,000.

STRATEGIC PLANNING

The Research Office will continue to strategize about the present and future goals of
our Research Department. The tentative plan is to have three two-hour sessions for
strategic planning this summer. If you have unique, innovative ideas for the
Research Department and would like to be considered for this team, please contact
Sheila Nothdurft at 314-652-4100, X 55511.

VIDEO TRIBUTE TO VETERAN RESEARCH VOLUNTEERS

Every year, thousands of Veterans volunteer to take part in VA research studies. The
VA Health Services Research and Development-part of VA’s Office of Research and
Development-produced a video paying tribute to these Veterans.

The video, under four minutes,
features VA health-services
investigators expressing their
gratitude. They also talk about
the role Veterans play in their
research, and how the work
promises to benefit Veterans
atlarge. To view the video, visit
www.hsrd.research.va.gov/news/video/thankyou vets.cfm.

Email articles and questions to Research Times Coordinator, Sheila Nothdurft, at sheila.nothdurft@va.gov

or contact her at 314-652-4100, X 55511.

e


http://www.hsrd.research.va.gov/publications/research_briefs/ResBrfOnline_0214.cfm
http://www.queri.research.va.gov/partnered_research.cfm
http://vaww.hsrd.research.va.gov/publications/esp/antimicrobial-outpatient.cfm
http://vaww.hsrd.research.va.gov/publications/esp/antimicrobial-outpatient.cfm
http://vaww.hsrd.research.va.gov/publications/esp/antimicrobial-outpatient.cfm
http://vaww.hsrd.research.va.gov/publications/esp/antimicrobial-outpatient.cfm
mailto:sheila.nothdurft@va.gov
http://www.hsrd.research.va.gov/news/video/thankyou_vets.cfm

