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The Challenge of Survival
As survival rates rise, researchers match rehab to complex injuries

by Paula Amann

In recent years, medical researchers have spotted an than what we’ve seen in previous conflicts,” said Isaacson
arresting trend: U.S. service members are surviving in an interview.

battlefield wounds at higher rates than ever before.
Not only that, but they are largely young people in their

20s who may need lifelong care. “They want to return to a
high-functioning lifestyle,” said Isaacson — whether they
rejoin active duty or civilian life.

Thanks to protective, logistical and medical advances —
body armor, quicker evacuations and tourniquets, to
name a few — some 92 percent of service members
injured in the Afghan and Iraqi conflicts have come
home come home alive, according to a 2010 study by See SURVIVAL, page 3

Isaacson, Weeks, Pasquina et al.

Yet, many of the survivors face the trials
of “polytrauma.”

In other words, they return with multiple
serious injuries, says Brad Isaacson, Ph.D.,
M.B.A, M.S.F., the program manager and
lead scientist at the Center for
Rehabilitation Sciences Research, in the
Department of Physical Medicine and
Rehabilitation at the Uniformed Services
University of the Health Sciences.

This situation poses an intricate set of
problems for the injured, their health care
providers, their families and medical

researchers. )
In this archival photo, President Barack Obama signs the prosthetic arm of

Marine Corps Sgt. Carlos Evans after greeting wounded warriors during their
March 6, 2012 tour of the White House in Washington, D.C. First Lady Michelle
Obama met Evans, who was wounded in Afghanistan while on his fourth
Freedom have returned to the continental ~ combat deployment, on a 2010 visit to Walter Reed Army Medical Center. Like
United States with more Complex injuries Evans, many survivors of recent wars have suffered multiple injuries, which
can pose challenges for their rehabilitation. (U.S. Department of Defense
photo archives)

“Service members wounded in Operation
Iraqi Freedom and Operation Enduring

T
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This newsletter appears monthly. We welcome your story ideas,
comments, corrections and photographs (action shots are best).
Please send any timely information by the 15th day of the prior
month for the following month’s issue. Send your ideas, pictures
or infographics to paula.m.amann.ctr@mail.mil.

RESEARCH FIRST STEPS

Our protocol navigators are available to help you start the
process and assist you with your submission. To make an ap-
pointment with a protocol navigator, please call the Department
of Research Programs (DRP) office at 301-295-8239. DRP is
located in Building 17B, third floor, to the left of elevators.

RESEARCH ROUNDTABLE SCHEDULE

Walter Reed National Military Medical Center
America Building (Building 19), Second floor, Room 2301

¢ Tuesday, Nov. 22, 1200-1300
¢ Tuesday, Dec. 20, 1200-1300

TRAINING IN CLINICAL RESEARCH

The National Institutes of Health are offering Introduction to the
Principles and Practice of Clinical Research, an online course. It
aims to train participants on how to effectively conduct clinical

research. Topics range from study design to protocol preparation
and patient monitoring. To learn more, doctors, nurses, and other
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interested health professionals can visit
http://www.cc.nih.gov/training/training/ippcr1.html.

EIRB TiP OF THE MONTH
Meet Your Protocol Analyst

Launching a research project? If you talk with a pro-
tocol analyst early, it can save you trouble later. In
fact, sitting down with an expert at the Department of
Research Programs might help you head off technical
problems or keep you from missing key items in the
protocol submission that could delay your project.

So before you send your protocol to the electronic
Institutional Review Board (EIRB), call 301-295-
8239. Or drop a line to our administrative support
specialist, Patricia Titi, at patricia.l.titi.civ@mail.mil.
We’re here to help.

Again, thanks for your patience during our technical
transition. Meanwhile, our best wishes for success in
your research.

CORRECTIONS

On page 3 of October’s issue, we misstated Capt.
John Eckert’s corps: He is with the U.S. Public
Health Service, not the Navy. Also, the baby rash
pictured on page 5 is a symptom of Systemic Juvenile
Idiopathic Arthritis (SJIA) — not Cryopyrin-
Associated Periodic Syndrome, as was stated.




SURVIVAL, from page 1

Yet, in cases where their injuries lead to reduced activity,
these wounded warriors face higher risks for long-term
conditions such as diabetes, cardiovascular disease,
osteopenia and osteoporosis, he noted.

It was the prospect of challenges like these that, in 2011,
drove retired Army Col. Paul Pasquina, M.D. to found the
Center for Rehabilitation Sciences Research at the
Uniformed Services University of the Health Sciences.

“If you’re going to be relevant and provide state-of-the-art
battlefield solutions, you need to build a robust research
program,” said Pasquina, the center’s director, in an
interview.

Among civilians, limb loss normally happens as a result of
diabetes or vascular occlusive disease, Pasquina said. In
the military, though, such trauma typically results from a
blast, such as an improvised explosive device, and as
noted earlier, often involves multiple injuries.

Given the special set of problems faced by wounded
warriors, the research center has four areas of focus.
First, it studies the barriers to rehabilitation and
reintegration into society. Secondly, it seeks to improve
pain management so patients can get the most out of their
rehabilitation.

In addition, the center uses new technologies to advance
rehabilitation and boost physical performance. Finally, the
center also harnesses new technologies in the service of
wounded warriors to better their daily functioning,
independence and quality of life.

The center’s research on barriers, led by Seth Messinger,
Ph.D., finds that the bonds patients forge during
rehabilitation with health care providers and peer-visitors
can have an enduring impact.

These relationships help give patients the resilience to
face the challenges of survival with serious war wounds,
his research shows, as noted in “The Center for
Rehabilitation Sciences Research: Advancing the
Rehabilitative Care for Service Members With Complex
Trauma” by Isaacson, Hendershot, Messinger et al. in
Military Medicine (2016).

It stands to reason that patients with complex injuries are
often dealing with intense pain. For starters, phantom
limb pain afflicts about 90 percent of all patients with
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Retired Army Col. Paul Pasquina, M.D., shows a leg
prosthesis to military officers. (Photo courtesy of the
Public Affairs Office at Walter Reed Bethesda)

major limb amputations, note Isaacson et al. (2016). In
addition, some service members have low back pain and
chronic neck pain due to their injuries.

At the center, researchers look at pain management in
the context of recovery.

Pasquina frames the problem this way: “How can we
manage pain so these combat casualties can get the
most out best of their rehabilitation?”

In the technology area, he points to the computer-
assisted rehabilitation environment, or CAREN,
available at the National Intrepid Center of Excellence
and other military treatment facilities. This tool allows
medical teams to help injured service members with
balance, walking, vision and hearing.

“You can now deliver rehabilitation for multiple
injuries at the same time,” said Pasquina, adding, “If
you’re stimulating cognition while stimulating
movement, from a practical standpoint, it makes sense.”

Meanwhile, his research team is testing a new wireless
technology with potential for use in a wide range of

See SURVIVAL, page 4




Prosthetics, Meet Robotics

Researchers test implanted electrodes to power artificial arm

by Paula Amann

Just five decades ago, a service member who lost a
forearm might get a body-powered prosthetic hook in
its place, the best option then. Since that Vietnam War
era, medical researchers and bioengineers have
produced prosthetic arms that look and work more like
actual ones.

Yet, even these more flexible prosthetics made of light-
weight plastic and carbon-fiber composites have lacked
the range of motion and control we expect from arms of
nerve, muscle and bone.

Enter advanced robotics. A research team led by retired
Army Col. Paul Pasquina, M.D., director of the Center
for Rehabilitation Sciences Research and chief of the
Rehabilitation Department at Walter Reed National
Military Medical Center, is now testing a device that
can do much of what a real forearm can.

The key feature: several electrodes surgically placed
within living muscle. Encased in ceramic, metal-capped
capsules about as long as a penny, the electrodes move
the prosthesis through wireless signals.

CABLE
(POWER DOWN
DATA BACK/FORTH)

COIL (INTEGRATED
W/ PROSTHETIC
FRAME)

COIL DRIVER
/ MODULE
PROSTHETIC

HAND

PROSTHETIC
CONTROL INTERFACE

BATTERY PACK

This drawing illustrates use of Implantable Myoelectric
Sensors (IMES®), developed by the Alfred Mann
Foundation, with a robotic wrist and hand manufactured by
a third party. (Photo courtesy of Alfred Mann Foundation)

The new technology, known as Implantable Myoelectric
Sensors (IMES®), is owned and patented by the Alfred

See PROSTHETICS, page 5

SURVIVAL, from page 3

prosthetics. The technology, known as Implantable
Myoelectric Sensors (IMES®), aims to give wearers of

control over prosthetic
movement than earlier
prosthetic designs.

The Alfred Mann
Foundation, a research
and development
nonprofit based in
Valencia, Calif., led
development of the

Brad Isaacson serves as program technology.

manager and lead scientist at the
Center for Rehabilitation Sciences
Research. (Photo courtesy of CRSR)
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Other partners in the effort include the Henry M.
Jackson Foundation for the Advancement of
Military Medicine, Walter Reed Bethesda and
Advanced Arm Dynamics.

“We need better ways of interacting between the
human and the robotic device,” Pasquina said. “As
that interface improves, you’ll see more translation
of what we know in robotics into prosthetic
medicine.” [

Disclaimer: The use of firm, trade, and brand names
in this report is for identification purposes only and
does not constitute endorsement by the U.S.
Government.




PROSTHETICS, from page 4

Mann Foundation, a research and development nonprofit
in Valencia, Calif. It drew on prior research by Professor
Phil Troyk of Sigenics and the Illinois Institute of
Technology, and Professor Richard Weir of the
University of Colorado at Denver.

Current IMES research also involves Walter Reed
Bethesda, the Henry M. Jackson Foundation and
Advanced Arm Dynamics.

“We went from one degree of freedom to three degrees
of freedom,” said Pasquina.

He noted that earlier devices

their hands, and extend and flex the thumb, observed
Pasquina.

Christian Bergman, a research assistant on the IMES
research project, frames the invention’s import in terms of
the tasks needed for daily living.

“As you type on your laptop, or reach for a cup of coffee or
a bottle of water, what does it take for you to do that?”
Bergman said in an email. “With the IMES devices, we are
one step closer to intuitive control.”

As part of research tests for the device, three patients got

could only produce one of
these movements, but IMES
can do all three
simultaneously.

The IMES system, said
Melissa Evangelista, a clinical
project manager with the

‘As you type on your laptop, or reach for
a cup of coffee or a bottle of water,
what does it take for you to do that? ...

we are one step closer to intuitive control.’
— Christian Bergman, research assistant,

the IMES, and went on to six
months of training, with
assessments at one and two
years, Bergman said. Two of the
trio have completed the research
protocol, and the third is set to
do so this year.

The upshot: The system worked

Alfred Mann Foundation,
relies on a special socket with an electromagnetic coil
that wirelessly picks up signals from the implanted
electrodes.

The socket “bridges that gap between the nerve, the
muscle and the movement of the hand,” said Evangelista,
in a phone interview.

One of the Implantable Myoelectric Sensors (IMES®),
developed by the Alfred Mann Foundation in Valencia,
Calif., next to a penny, for scale. (Photo courtesy of
Alfred Mann Foundation)
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and helped the patients direct
their movements with the prosthetic arm.

Prior systems have used surface electrodes, which can stop
working if the user sweats or inadvertently jogs the
electrodes. The IMES approach can sidestep these problems
and seems to function much more consistently, based on the
first tests with real patients.

“They can perform activities with their limb without
concern for lost signal from sweat, movement or incorrect
socket [fit], and they can do simultaneous movement across
various degrees of freedom at nearly the speed of thought,”
Bergman stated in an email. =]

Disclaimer: The use of firm, trade, and brand names in this
report is for identification purposes only and does not
constitute endorsement by the U.S. Government.




RESEARCH ROUNDTABLE

A MESSAGE FROM THE HOST OF THE RESEARCH ROUNDTABLE
by Lisa Thompson

The Department of Research Programs (DRP) would like to offer a 10-15 minute presentation to your staff on
DRP services, upcoming events and policy updates from the Office of the Under Secretary of Defense

(Personnel & Readiness), Research Regulatory Oversight (R202) policy guidelines, and MERF and Lisa Thompson, M.S.H.A.,

Collaborative Institutional Training Initiative (CITI) training. We would like to join you once annually or every six M.B.A., supervisory

months, before or after your program meets for didactic or lecture hall sessions. medical education
specialist (Photo by Lisa

Th
Our goal is to promote research. We want to help familiarize your Graduate Medical Education (GME) trainees ompson)

and staff with DRP services to help them start their research projects. Among our services are protocol development, research methods,
SPSS (Statistical Package for the Social Sciences) statistics courses, grants writing, GME trainee funding for research, collaborative
agreements, manuscript editing, publication clearance, and the Biomedical Research Laboratory.

DRP invites you to join us at the Research Roundtable in the third Tuesday of every month. On Nov. 22, we're pleased to welcome Erin
Loos, a contractor with the Defense Health Agency Human Research Protection Program Support, over at the Office of the Assistant
Secretary of Defense for Health Affairs. She'll speak on “So Harvard’s IRB Said Yes: What's Next for Col. Smith’s Research?”. The talk will
cover additional review requirements of the Defense Department.

We invite you to present as well. If there is a pressing concern you would like addressed or if you would like to present material on a topic of
your choice, please talk to me at the Research Roundtable or send an email to lisa.p.thompson5.civ@mail.mil.

(][] ] ][] [ [ o[} ] ] ] o] (] (][ o[} ] ] ] o] (][]} [} o] o] ] ] o] o] (][]} ] ] ] o] (][]} [} [} ] ]

Traversing the shoals of technology transfer
Naval patent lawyer offers a compass to would-be inventors

by Paula Amann

Say you and your team have fashioned a biomedical device. You
think you’re ready to move it from the lab into the marketplace.

That kind of “technology transfer” takes a patent, and a bit of
foresight, said Ning Yang, a patent lawyer with the Naval Medical
Research Center in remarks at last month’s Research Roundtable.

“We are trying to develop technologies for the warfighter and trying
to get that technology to the warfighter as soon as possible,” said
Yang at the Oct. 18 event, hosted by the Department of Research
Programs (DRP).

In her current job, she files and prosecutes patent applications, as
well as advises researchers and technology transfer offices on Ning Yang, J.D., a counsel with the Naval Medical

intellectual property. Research Center (NMRC), explains the fine points
of technology transfer at the Research Roundtable

New inventors often forget a crucial fact, Yang said. Any on Oct. 18. (Photo by Paula Amann)

kind of public disclosure, be it a dissertation, a conference
abstract, a journal article or a funding proposal, can let the
patent “cat” out of the bag. For that reason, she counsels

researchers to disclose their new device to the technology
transfer office or patent attorney as soon as possible. See TRANSFER, page 5

“Disclose soon — as soon as you know you have an
invention,” said Yang.
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TRANSFER, from page 4

In the United States, inventors have a “bar date” — one
full year from public disclosure to secure a patent, Yang
stressed.

However, in most other countries, there is no grace
period at all. Generally, researchers must file for a
foreign patent before they publicly disclose details of
their invention if they want to protect it in that country.

An official invention disclosure, explained Yang, fully
describes the new device or process, with an eye to the
competition.

“Being able to identify the differences between your
technology and existing technology will help advance
your case,” Yang said.

This lawyer knows her way around these distinctions,
having earned a master’s degree in bioengineering, with
another master’s, in electrical engineering, on the way.

In the course of the patent process, inventors may refine
their invention. In that case, it is crucial to share these
updates with the patent office, so as not to lose patent
protection, and along with it, potential royalties, Yang
stressed.

DEPARTMENT DOWNLOAD

The naval lawyer also touched on the power of patent
partnerships. In many cases, she noted, federal players can
enlist the aid of private or nonprofit organizations, growing
the impact of all as they work toward a common goal.

For instance, the federal government can sell rights in its
intellectual property to other parties, which might provide
other research, funding, production facilities, or marketing.
This kind of collaboration may find formal shape in a
cooperative research and development agreement
(CRADA), Yang said.

Novice researchers, she warned, should keep an eye out for
“patent trolls,” sublicenses who market an invention and
pocket the profits — without contributing to the product’s
development.

With that in mind, it’s helpful to write “milestone gates”
into the license, noted Yang’s colleague, Al Churilla. These
provide a structure by which licensees can show progress
toward the ultimate goal: bring the invention to market.

Want to know the basics about getting a patent? This story builds
on an earlier one from page 9 of our October 2016 issue, “Legal
ace Churilla guides Roundtable through patent maze.”

NEWS FROM THE DEPARTMENT OF RESEARCH PROGRAMS

October’s meeting of the Department of Research
Programs saw the promotion by Army Col. Peter Weina,
DRP chief, of longtime biostatistician Robin Howard to
civilian deputy chief. In that new role, Howard will be
sharing leadership duties with DRP’s military deputy
chief, Army Col. Ann Nayback-Beebe.

Work has multiplied in the department, with the rollout of
the electronic Institutional Review Board, or EIRB.
Weina paid tribute to his staff for weathering the
challenges that accompanied the arrival of the new
system.

“We thought it would be a summer sprinkle, but it was
like a hurricane,” Weina said.

He also reminded his staff of their roles as service
providers, even while they serve as gatekeepers for
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research that protects human subjects. “Don’t take it
personal; don’t make it personal,” cautioned Weina.

To help address EIRB challenges, the chief noted that
department staff will be downloading incoming research
protocols, as a backup system. Weina also invited staff to
submit their ideas and solutions for technical problems as
they surface.

Meanwhile, DRP leaders have fine-tuned expectations for
training for department staff through the Collaborative
Institutional Training Initiative, or CITI. A new set of
mandates will match the roles and responsibilities of staff
members, and aim to avoid redundant courses.

— Paula Amann




FACES OF RESEARCH
HONORING OUR OWN

At the October departmental meeting, Army Col. Peter Weina, chief of
the Department of Research Programs (DRP) presented the I Save Lives
Campaign honor to Elizabeth “Beth” Narvaez, a manager with the
Institutional Review Board.

Interviewed later, Narvaez voiced her appreciation for having been chosen
last month. “I appreciate the honor,” Narvaez said. “I owe so much of my
success to Mr. Roogow and my hard-working colleagues on the IRB team.”

Weina also paid tribute to two staff members marking major anniversaries
with the hospital. He first hailed Dr. Wendy Bernstein, who was unable to
attend the staff meeting but
recently passed her 35-year
employment milestone.

iyt 1«1»‘(‘/‘1!»‘“

An expert on scientific review, Beth Narvaez, a manager with the
Bernstein has long played a Institutional Review Board, accepts the

leadershi lei .. | Save Lives honor from Col. Peter Weina,
ca .ers 1p rofe in comp etltlofls chief of the Department of Research
during Research and Innovation Pprograms. (Photo by John Fadoju)

Month.

Weina also recognized Elena Morris for her four decades of service. She is
a medical technologist with the Biomedical Research Laboratory.

“Forty years is a long time to serve with any organization,” Weina said.

Biomedical Research Laboratory, receives a  1t’s really wonderful.” [a]
certificate for 40 years of service from Col.
Peter Weina. (Photo by John Fadoju)

Writing Rx
Editorial Services
Department of Research Programs

* Got questions on usage, style or grammar?

#* Need a free manuscript edit?

* Want a writing workshop for your team?

Reach out to a friendly editor.
Email paula.m.amann.ctr@mail.mil.
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TRAINING FOR RESEARCHERS

The Department of Research Programs works to promote research and protect human participants. We
offer training workshops for researchers in two key areas:

Collaborative Institutional Training Initiative (CITI)

Minimum Educational Requirement Framework (MERF)

The MERF workshop will help you and your research team learn policy guidelines, requirements for meeting
the MERF, and training modules needed for your investigative roles.

MERF AND CITI TRAINING
WORKSHOP SCHEDULE

Join monthly workshops on MERF and CITI. Ms. Lisa Thompson, M.S.H.A., M.B.A., will share the
latest policy guidance from the Research Regulatory Oversight Office within the
Office of the Under Secretary of Defense for Personnel and Readiness (OUSD [P&R]). The
workshop will cover the following vital areas:

OUSD (P&R) Assurance for the Protection of Human Subjects

Minimum Education Requirements Framework (MERF) for DoD Personnel
involved In Human Subjects Research

Collaborative Institutional Training Initiative (CITI): Role-based training for
researchers who conduct, review or approve research with human subjects in
compliance with the MERF standards set forth by the Assistant Secretary of Defense for
Research and Engineering

You can arrange training in your department. Or join our monthly classes in the location listed
below (eight seats are available).* Please email or call to reserve your seat.
Questions? Please contact Ms. Lisa Thompson at 301-295-8231 or
lisa.p.thompsonb.civ@mail.mil.

* HEROES BUILDING, FOURTH FLOOR, ROOM 4011

Tuesday, Sept.13, 2016, 1400-1500
Tuesday, Oct. 11, 1400-1500
Tuesday, Nov. 8, 1400-1500
Tuesday, Dec. 13, 1400-1500

B E T3 @

YOU BELONG IN THE CITI. START TRAINING TODAY!
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DARNALL MEDICAL LIBRARY
Research and Scholarly Communication Support

Lyubov Tmanova, DVM, MLIS, MS, the informationist/biomedical research librarian, offers research support to the WRNMMC biomedical
community and helps integrate biomedical information into medicine in order to advance research and scholarly communication. Research-
oriented classes are offered on a quarterly basis. Individual and group consultations are available upon request.

2016 Research and Scholarly Communication Classes

NOVEMBER DECEMBER

Preparing Your Manuscript for Publication Managing Reference Citations with EndNote (standalone)
Library: Darnall Medical Library Library: Darnall Medical Library

Location: Bldg19, Room 2301 Location: Building 6, Room 1369

Instructor: Dr. Tmanova Instructor: Dr. Tmanova

When: Tuesday, 11-8-2016 at 13:00:00 When: Tuesday, 12-6-2016 at 13:00:00

This workshop is focused on planning, writing, and submitting

. T A . This workshop will help you to develop basic skills in
manuscripts for publication in biomedical journals. Students will be =~ ™" ) , o
quided through the publication process, journal selection, and bibliographic management using EndNote standalone citation

authorship guidelines and standards. manager. Attendees will learn how to create a reference library,

The writing section of the workshop is centered on steps and tips collect reference citations from various biomedical literature

for writing a compelling manuscript (title, abstract, introduction, ~ databases, organize references, generate and format

methods/materials, results, and discussion). The manuscript bibliographies, share a library with peers, connect with

submission process and review, copyright issues, research researchers, and insert references into a Word document.

thegrity,:nd public access policy compliance will also be Attendees will also be briefly introduced to EndNote Web.
iscussed.

Research Data Management

Library: Darnall Medical Library

Writing Systematic Reviews e Rl
Library: Darnall Medical Library :_ocatlon. ' B;"d_:_ng 6, Roomi1369
Location: Building 6, Room 1369 nstructor: Dr. Tmanova
Instructor: Dr. Tmanova When: Monday, 12-12-2016 at 13:00:00

tleies Wileitalely, -2 VTS sy This workshop introduces a concept of data-driven research,

This workshop provides an overview of the purpose, structure, ~ '¢5€arch data management, and data management planning
components, and writing process of systematic reviews. Attendees for grant proposals. The research data life cycle, including data

will become familiar with systematic review standards and collection, data processing methods, and analysis of qualitative
guidelines and will explore opportunities for collaboration with and quantitative data will be discussed. Attendees will become
librarians. familiar with data submission standards and DoD biomedical

research and data policy.

Contact: Lyubov Tmanova, DVM, MLIS, MS
Informationist / Biomedical Research Librarian

Darnall Medical Library, Building 1, Room 3458
Phone: 301-319-2475
Email: lyubov.tmanova.civ@mail. mil
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WEB RESOURCES

The appearance of external hyperlinks does not constitute endorsement by the U.S. Department of Defense of the linked web sites, or the
information, products or services contained therein. For other than authorized activities such as military exchanges and Morale, Welfare and
Recreation (MWR) sites, the Defense Department does not exercise any editorial control over the information you may find at these locations.

Education Materials

o Belmont Report
The Belmont Report provides “Ethical Principles and Guidelines for the Protection of Human Subjects of Research" that is found in Code of
Federal Regulations, 45 CFR part 46.

o Comparison of FDA and HHS Regulations
The FDA provides a chart comparing FDA's regulations for human subject protection with those of the Department of Health and Human Services.

o The President's Council on Bioethics
This web site provides useful references on ethical issues that arise from advances in biotechnology and biomedical sciences.

o Clinical Trials.gov
Clinical Trails is a service of the National Institutes of Health, provides free public access to a database of Federal and private studies taking place
nationwide and provides information on clinical studies for a wide range of diseases and conditions.

o HHS Office for Human Research Protections
HHS OHRP provides assurances and IRB registration, education, policy guidance, and workshops.

« HHS Office of Civil Rights
HHC Office of Civil Rights provides guidance on the Health Insurance Portability and Accountability Act (HIPAA) and Standards for Privacy of
Individually Identifiable Health Information (the Privacy Rule).

o MedlinePlus
MedlinePlus provides medical research literature including full-text drug information and an illustrated medical encyclopedia.

o Office for Human Research Protections (OHRP)
OHRP Guidebook (1993) provides current and historical materials about human subject protection. Caution: this serve as a guide and some
information is obsolete; however, some portions remain valid.

o Federal Policy for the Protection of Human Subjects ('‘Common Rule')
HHS provides information about HHS regulations, 45 CFR part 46 and four subparts a, b, ¢, and d.

o Protocol Review
HHS provides guidance for protocol development, use of IRB, and Expedited Review procedures and exemptions.

¢ Informed Consent

HHS provides informed consent requirements, guidance on the use of exculpatory language, legal obligation and penalties, documentation and
changes to documentation.

o Investigators
HHS provides investigators guidance about emergency medical care and research.

o Biological Material and Data
HHS provides guidance and the law about research involving the use of biological material and data.

e Vulnerable Populations
HHS provides guidance for populations including prisoners, children, and HIV human subjects.
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http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/EducationalMaterials/ucm112910.htm
http://www.bioethics.gov/
http://www.clinicaltrials.gov/
http://www.hhs.gov/ohrp/
http://www.hhs.gov/ocr/index.html
http://www.medlineplus.gov/
http://www.hhs.gov/ohrp/policy/faq/index.html
http://www.hhs.gov/ohrp/humansubjects/commonrule/index.html
http://www.hhs.gov/ohrp/regulations-and-policy/guidance/protocol-review/index.html
http://www.hhs.gov/ohrp/regulations-and-policy/guidance/checklists/index.html
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Hand Surg Am. 2016 Sep 20. [Epub ahead of prinf]
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Chen YT, Williams L, Zak MJ, Fredericson M. Review of ultrasonography in the diagnosis of carpal tunnel syndrome and a proposed scanning protocol. J
Ultrasound Med. 2016 Sep 14. [Epub ahead of print]
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Walter Reed author: Engler RJ

Erbele ID, Lin FR, Agrawal Y, Francis HW, Carey JP, Chien WW. Racial differences of pigmentation in the human vestibular organs. Otolaryngol Head Neck
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Allergy Asthma Immunol. 2016;117(3):335-7.
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Hulten E, Blankstein R, Di Carli MF. The value of noninvasive computed tomography derived fractional flow reserve in our current approach to the evaluation
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Hulten E, Agarwal V, Cahill M, et al. Presence of late gadolinium enhancement by cardiac magnetic resonance among patients with suspected
cardiac sarcoidosis Is associated with adverse cardiovascular prognosis: a systematic review and meta-analysis. Circ Cardiovasc Imaging. 2016;9
(9):005001. Other Walter Reed authors: Cole G, Parrish S

See PUBLICATIONS, page 13

Page | 12  Military Medical Research News, Volume 3, Issue 10 November 2016



https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S0363502316304981
https://wrnmmc.idm.oclc.org/login?url=http://archderm.jamanetwork.com/article.aspx?articleid=2522756
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=fulltext&AN=00043860-201609000-00006&LSLINK=80&D=ovft
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=fulltext&AN=00043860-201609000-00006&LSLINK=80&D=ovft
https://wrnmmc.idm.oclc.org/login?url=http://onlinelibrary.wiley.com/doi/10.1002/lary.25931/full
http://www.ncbi.nlm.nih.gov/pubmed/27629754
https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S1930043316300966
http://www.ncbi.nlm.nih.gov/pubmed/27635168
http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=main&D=ovft&SEARCH=00001199-900000000-99615.an
https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S0264410X16304327
https://wrnmmc.idm.oclc.org/login?url=http://publications.amsus.org/doi/full/10.7205/MILMED-D-16-00071
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=fulltext&AN=00124635-201609000-00011&LSLINK=80&D=ovft
https://wrnmmc.idm.oclc.org/login?url=http://publications.amsus.org/doi/full/10.7205/MILMED-D-15-00175
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5026780/
https://wrnmmc.idm.oclc.org/login?url=http://oto.sagepub.com/content/155/3/479
https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S1081120616304422
https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S1072751516302125
https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S1072751516302125
https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S138650561630096X
https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S138650561630096X
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=fulltext&AN=00001665-201609000-00044&LSLINK=80&D=ovft
https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S0015028216612979
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=fulltext&AN=00000447-201609000-00005&LSLINK=80&D=ovft
https://wrnmmc.idm.oclc.org/login?qurl=https%3a%2f%2fwww.clinicalkey.com%2f%23%21%2fcontent%2fjournal%2f1-s2.0-S0022522316303075
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=main&D=ovft&SEARCH=00006534-900000000-98725.an
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=main&D=ovft&SEARCH=00006534-900000000-98725.an
https://wrnmmc.idm.oclc.org/login?url=http://www.aasmnet.org/jcsm/ViewAbstract.aspx?pid=30775
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=main&D=ovft&SEARCH=00001573-900000000-99359.an
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=main&D=ovft&SEARCH=00001573-900000000-99359.an
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=fulltext&AN=01337498-201609000-00017&LSLINK=80&D=ovft
https://wrnmmc.idm.oclc.org/login?url=http://ovidsp.ovid.com/ovidweb.cgi?T=JS&CSC=Y&NEWS=N&PAGE=fulltext&AN=01337498-201609000-00017&LSLINK=80&D=ovft

PUBLICATIONS, from page 13
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Jacobs MB, Cohen SP. Duloxetine for subacute pain management after total knee arthroplasty: should we write it off or reevaluate? Anesthesiology.
2016;125(3):454-6.
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Kim JH, Shinde DN, Reijnders MR, et al. De Novo mutations in SON disrupt RNA splicing of genes essential for brain development and metabolism,
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systemic review and meta-analyses to determine first line treatments. Depress Anxiety. 2016;33(9):792-806. Walter Reed author: Wolf JP

Lippa SM, Axelrod BN, Lange RT. The Mild Brain Injury Atypical Symptoms (mBIAS) scale in a mixed clinical sample. J Clin Exp Neuropsychol. 2016;38(7):721-9.
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Nations JA, Smith P, Parrish S, Browning R. Sonographic findings of hydropneumothorax. Ultrasound Q. 2016;32(3):280-2.
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Med. 2016;181(9):1069-74.
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blast-related traumatic injury model. Bone. 2016;90:159-67. Additional WRNMMC Authors: Potter BK, Davis TA, Forsberg JA

Pavlus JD, Carter BW, Tolley MD, Keung ES, Khorashadi L, Lichtenberger JP 3rd. Imaging of thoracic neurogenic tumors. AJR Am J Roentgenol. 2016;207(3):552
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Paz R, Rouhanian M, Vogt K. Glycemic control and sponsor rank of military dependents with type 1 diabetes mellitus. Pediatr Diabetes. 2016;17(6):449-57.

Plowden TC, Hill MJ, Miles SM, et al. Does the presence of blood in the catheter or the degree of difficulty of embryo transfer affect live birth? Reprod Sci. 2016
Sep 21. [Epub ahead of print] Additional WRNMMC Authors: Yauger B, Csokmay JM, Chason RJ

Popescu M, Hughes JD, Popescu EA, Riedy G, DeGraba TJ. Reduced prefrontal MEG alpha-band power in mild traumatic brain injury with associated
posttraumatic stress disorder symptoms. Clin Neurophysiol. 2016;127(9):3075-85.

Purcell RL, Cody JP, O'Donnell M, Andersen R, Rodriguez CJ, Tintle S. Pelvic floor reconstruction utilizing a residual hamstring rotational flap following
traumatically induced subtotal hemipelvectomy in a combat blast casualty: a case report. Mil Med. 2016;181(9):e1172-6.
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Shaw LJ, Villines T, Leipsic J. Stepping stones, milestones, and obstructing boulders. J Cardiovasc Comput Tomogr. 2016;10(5):433-4.

Sievers CK, Zou LS, Pickhardt PJ, et al. Subclonal diversity arises early even in small colorectal tumours and contributes to differential growth fates. Gut. 2016 Sep
8. [Epub ahead of prinf] WRNMMC Authors: Moawad FJ, Cash BD

Sterling M, Mudd P. Destructive otologic foreign body: dangers of the expanding bead. JAMA Otolaryngol Head Neck Surg. 2016;142(9):919-920.

Sullivan KA, Lange RT, Edmed SL. Utility of the neurobehavioral symptom inventory validity-10 index to detect symptom exaggeration: an analogue simulation
study. Appl Neuropsychol Adult. 2016;23(5):353-62.

Teja-Isavadharm P, Siriyanonda D, Rasameesoraj M, et al. Comparative pharmacokinetics and pharmacodynamics of intravenous artelinate versus artesunate in
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Walter Reed National Military Medical Center
Department of Research Programs

TRAINING FOR ELECTRONIC
INSTITUTIONAL REVIEW BOARD (EIRB)

2016 QUESTION AND ANSWER SESSIONS

Time for all sessions: Mondays 1200-1300

Executive Conference Rm. 0301, Radiology Conference Room B015,
Building 9 Basement Building 19 Basement
November 7|14 21| 28
December 5112 19
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The Department of Research Programs at
Walter Reed National Military Medical Center presents

2017 RESEARCH AND INNOVATION MONTH
Be a research hero.

IMPORTANT DATES

9th Annual Research Competitions

[2 01 January-05 February — (abstract submission deadline: 05 February)

All staff, faculty and trainees from all disciplines register for a research competition category by sending their abstracts and
related forms in a single email to dha.bethesda.wrnmmc.mbx.researchandinnovationmonth@mail. mil.

[21 01-05 May — Poster Display Week
Research competition participants display their research posters in the Mezzanine Center, East, and West Wings of Building 9.

[=1 08, 10 May — Research Symposium | and II
Finalists for the Bailey K. Ashford and Robert A. Phillips research awards give slide presentations on their work before judges
in Memorial Auditorium, Building 2, third floor. Winners will receive certificates and medallions.

Non-Research Competitions
[2] 01-05 May — Poster Display Week
Research competition participants display their research posters in the Mezzanine Center, East, and West Wings of Building 9.

[21 03 May - Poster Competition | (Case Reports, Evidence-Based Practice, and Quality Improvement)
Finalists from research competition categories present in front of their posters to judges in Building 9, East Wing. Award ribbons
will be pinned next to the winning posters of each research competition category.

[2] 04 May — Poster Competition Il (Paul Florentino Patient and Family-Centered Care)
Participants in this category will present their project posters for first, second and third prizes in Building 9.

Aware for All

[21 16 May — Aware for All aims to help the public make informed decisions about clinical research participation through
speakers and display tables. Research teams at Walter Reed Bethesda and groups from the National Capital Region will
showcase their work in the lobby of Building 19.

Spring Research Summit

@ 24 May - At this final gathering for 2017 Research and Innovation Month, research groups present slides about their work
at Memorial Auditorium, Building 2, third floor.

For details, contact the Department of Research Programs:
dha.bethesda.wrnmmc.mbx.researchandinnovationmonth@mail.mil
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