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U.S. DEPARTMENT OF VETERANS AFFAIRS
RESEARCH PROGRAMS

THURSDAY, OCTOBER 4, 2007

U. S. HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HEALTH,
COMMITTEE ON VETERANS’ AFFAIRS,
Washington, DC.

The Subcommittee met, pursuant to notice, at 10:02 a.m., in
Room 334, Cannon House Office Building, Hon. Michael Michaud
[Chairman of the Subcommittee] presiding.

Present: Representatives Michaud, Snyder, Miller, and Brown of
South Carolina.

OPENING STATEMENT OF CHAIRMAN MICHAUD

Mr. MicHAUD. The Subcommittee on Health will come to order.
I would like to thank everyone for coming here today.

At this hearing, we will examine the U.S. Department of Vet-
erans Affairs (VA) Research Program. Research is one of the core
missions of the Veterans Health Administration (VHA). VA is
unique in that it has the capability to provide clinical services and
conduct research within the same organization.

As a result, the VA has done ground-breaking research on topics
ranging from post traumatic stress disorder (PTSD), prosthetics,
smoking cessation, and treatment of heart disease.

The purpose of this hearing is to examine VA research programs,
particularly in light of the current conflict. As we all know, Oper-
ation Enduring Freedom (OEF) and Operation Iraqi Freedom (OIF)
have presented us with some new challenges in caring for and
treating injured soldiers.

In recent years, we have seen a dramatic increase in the number
of returning veterans with conditions such as post traumatic stress
disorder, traumatic brain injury (TBI), and traumatic amputation.
These conflicts have produced nearly 28,000 severely injured vet-
erans, over 700 of which have had traumatic amputations.

It is vital that VA continue to push the edge of research in order
to provide these brave men and women with the most up-to-date
care available whether they need prosthetics, pain management,
eye care, or any number of other services.

It is also important that VA work in collaboration with the U.S.
Department of Defense (DoD), academic partners, and other public
and private entities to leverage their resources and knowledge and
to produce the best possible results out of their research.

I would like to send a special welcome to one of our witnesses
today. On June 21, 2003, Major David Rozelle was leading a convoy
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west of Baghdad when his vehicle struck a land mine which re-
sulted in the loss of his right foot.

After spending 8 months recovering at Fort Carson, Colorado,
Major Rozelle returned to Iraq as a troop commander conducting
operations in Baghdad and Tel Afar. He was the first troop com-
mander to redeploy in the same battlefield as an amputee in recent
military history.

Major Rozelle is currently serving as an Administrative Officer
at the Military Advanced Training Center (MATC) at Walter Reed
Army Medical Center. Drawing on his personal and professional
experience, Major Rozelle helped plan and design this brand new
facility using the most state-of-the-art research available.

I would like to welcome you, Major.

Continuing research is vital to improving healthcare, saving
lives, and improving the quality of life for our sick and injured.

I look forward to hearing from our witnesses today about what
VA is doing and what VA should be doing to advance that core mis-
sion, research.

I would now like to recognize a good colleague and friend, Rank-
ing Member Miller, for an opening statement.

[The prepared statement of Chairman Michaud appears on
p. 28.]

OPENING STATEMENT OF HON. JEFF MILLER

Mr. MILLER. Thank you very much, Mr. Chairman.

We all know that research is necessary to generate new knowl-
edge and achieve both scientific and clinical excellence. VA is world
renowned for its medical research. VA’s Research Program has a
strong history of success and is credited with pioneering life-saving
therapies and treatments that have improved healthcare not only
for veterans, but for patients as a whole.

This year, for example, the first vaccine for shingles was ap-
proved as a result of VA research.

Modern molecular medicine and rapidly advancing medical tech-
nology make a strong research enterprise more important to vet-
erans now more so than ever.

As we map out the future of VA and the research that they do,
we must work to ensure that the VA’s goals are aligned with the
special healthcare needs of both our new generation of veterans
from the Global War on Terror and our older veterans of previous
wars.

Recognizing the value of VA research, we must also be aware
that nothing is more important than translating research from the
bench to the bedside.

I am pleased to see that we will hear from the Administrative
Officer from the Military Advanced Training Center and have the
opportunity to discuss collaborative efforts on Federal research for
the benefit of our military and veterans.

Mr. Chairman, I appreciate the opportunity to participate in this
hearing today and yield back the balance of my time.

[The prepared statement of Congressman Miller appears on
p. 28.]

Mr. MicHAUD. I thank the gentleman.
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On our first panel today is Dr. John Feussner, who is Professor
and Chairman of the Department of Medicine, Medical University
of South Carolina in Charleston, South Carolina. He is testifying
on behalf of Friends of VA Medical Care and Research (FOVA).

Major Rozelle, who is the Administrative Officer from the Mili-
tary Advanced Training Center (MATC) at Walter Reed Army Med-
ical Center.

And Dr. Mark Lema, who is Chair of the Department of Anesthe-
sio(l)%gy, who is testifying today on behalf of the Pain Care Coalition
(PCC).

So I would like to start off first with Dr. Feussner.

STATEMENTS JOHN R. FEUSSNER, M.D., MPH, PROFESSOR AND
CHAIRMAN, DEPARTMENT OF MEDICINE, MEDICAL UNIVER-
SITY OF SOUTH CAROLINA, CHARLESTON, SC, AND VOLUN-
TEER STAFF PHYSICIAN, RALPH H. JOHNSON VETERANS AF-
FAIRS MEDICAL CENTER, ON BEHALF OF FRIENDS OF VA
MEDICAL CARE AND HEALTH RESEARCH; MAJOR DAVID
ROZELLE, ADMINISTRATIVE OFFICER, MILITARY ADVANCED
TRAINING CENTER, WALTER REED ARMY MEDICAL CENTER,
DEPARTMENT OF THE ARMY, U.S. DEPARTMENT OF DE-
FENSE; AND MARK J. LEMA, M.D., PH.D., CHAIR, DEPART-
MENT OF ANESTHESIOLOGY, CRITICAL CARE AND PAIN
MEDICINE, ROSWELL PARK CANCER INSTITUTE, BUFFALO,
NY, AND PROFESSOR AND CHAIR, DEPARTMENT OF ANES-
THESIOLOGY, UNIVERSITY OF BUFFALO, STATE UNIVERSITY
OF NEW YORK, SCHOOL OF MEDICINE AND BIOMEDICAL
SCIENCES, AND PRESIDENT, AMERICAN SOCIETY OF ANES-
THESIOLOGISTS, ON BEHALF OF PAIN CARE COALITION

STATEMENT OF JOHN R. FEUSSNER, M.D., MPH

Dr. FEUSSNER. Good morning, Mr. Chairman, other Members of
the Committee. My name is John Feussner.

As you alluded to, I am Professor and Chairman of the Depart-
ment of Medicine at the Medical University of South Carolina in
Charleston. I am also a volunteer staff physician at the Ralph
Johnson VA Medical Center in Charleston. Previously I served VA
in Washington, D.C., as its Chief Research and Development Offi-
cer from 1996 to 2002.

I would be remiss if I did not thank the Committee straight away
for its support of VA research as evidenced by your recommenda-
tion for a $480 million appropriation for fiscal year 2008.

As you already stated, VA research is one of the Nation’s premier
biomedical research programs attracting high caliber clinicians who
both do research and deliver medical care in VA’s healthcare facili-
ties. These physician researchers represent a scarce national re-
source and one that VA has sustained over several decades.

Recall also that the VA Research Program is an intramural pro-
gram, only supporting physician researchers and other scientists
who are VA employees. These investigators are at the forefront of
research that impacts newly returning veterans from Iraq and Af-
ghanistan, especially concerning traumatic blast injuries, burns,
and post traumatic stress disorder.
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And as it has done historically, VA is taking the lead on research
issues affecting aging veterans who constitute the largest portion
of veterans seeking treatment in the VA health system.

The VA research enterprise continues to be veteran centric focus-
ing its resources on illnesses either unique to or highly prevalent
among veterans. The support and commitment for VA research
from this Subcommittee really is the good news.

However, and there are always many howevers, the current $480
million appropriation only provides a starting point for a more sus-
tained future investment. New funding is necessary not only to
sustain current research but to fund new research initiatives, to
support career development for new physicians and other sci-
entists, and to improve VA’s aging research infrastructure.

New funding can enhance research in such areas as traumatic
brain injury, the effects of limb loss from our recent military con-
flicts and on the physical and psychological well-being of veterans.

Because of past severe budget constraints, even approved and
meritorious, VA research projects were either underfunded at a low
dollar amount or unfunded entirely in part because of the infla-
tionary and other escalating costs of doing high-quality research.

The FOVA Coalition encourages Congress to consider an orderly
and predictable growth strategy for the VA research budget for the
foreseeable future. Otherwise, gains made by this current Congres-
sional appropriation may be lost without adequate attention paid
to the future year research expenditures.

However, even with sustained growth, Congress must begin to
invest in VA’s aging research infrastructure. In 2001, the VA re-
search evaluation project assessed the state of the research infra-
structure by surveying sites on the quality of the physical infra-
structure, the organizational structure supporting research, and
the availability of state-of-the-art research equipment.

We estimated then that a dedicated funding allocation of ap-
proximately $40 million per year would be necessary to maintain
and upgrade VA research facilities. Unfortunately, the events of
September 11, 2001, intervened and attention to this crucial need
for VA research waned.

We all applaud the Committee’s recommendation for a $15 mil-
lion construction funding stream for VA research facilities in its
views and estimates for the 2008 fiscal year budget. This is cer-
tainly a very, very positive first step.

However, at least $45 million needs to be allocated for research
facilities improvement under this minor construction account each
year for the foreseeable future. Such an annual allocation could im-
prove VA’s research infrastructure in as many as a dozen facilities
each year.

Finally, I would like to leave the Committee with several
thoughts. First, our sincere gratitude for your support of this crit-
ical national resource, the VA Research Program.

Second, please consider a strategic commitment to sustain this
growth for the foreseeable future so that present gains are simulta-
neously sustained.

And, finally, embrace the challenge and commitment to make the
quality of VA research infrastructure match the quality of VA re-
searchers. We should not expect world-class physicians and sci-
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entists to work in deteriorating research facilities. VA cannot afford
to lose its best and brightest in this way.

Again, Mr. Chairman, Members of the Committee, thank you for
the opportunity to present FOVA’s views on the Research Program.
I will make every effort to answer your questions.

[The prepared statement of Dr. Feussner appears on p. 29.]

Mr. MicHAUD. Thank you very much.

Major Rozelle.

STATEMENT OF MAJOR DAVID ROZELLE

Major ROZELLE. Chairman Michaud and Congressman Miller,
thank you for inviting me to participate in this hearing alongside
my colleagues from the Department of Veterans Affairs.

I am Major David Rozelle, an Armor Officer and Administrative
Officer of the Military Advanced Training Center or MATC at Wal-
ter Reed Medical Center.

I am excited to talk to you today about the use of advanced tech-
nology at the MATC and at the Center for the Intrepid, CFI, at
Brooke Army Medical Center in San Antonio, Texas.

The openings of the CFI on the 29th of January 2007, and the
MATC on September 13th, 2007, demonstrate the tremendous sup-
port of American people for our wounded warriors. These facilities
are symbolic of the significant advances that are being made in the
care provided to our courageous servicemembers.

Within the walls of the MATC, one recent patient described it as
where the magic happens. It is a mix of technology and philosophy
that allows our warriors to return to a lifetime of the highest phys-
ical activity, psychological and emotional function. Each
servicemember is treated as a tactical athlete bringing the latest
advances in sports medicine to bear.

Within the walls of the MATC, there is a multidisciplinary
health professional team that works together to seamlessly bring
the patient from recently wounded status to return to warrior sta-
tus. This team includes representatives from the Veterans Benefits
Administration, the VA social workers, and VA vocation, education,
and rehabilitation counselors.

While the team includes those thought to be part of the tradi-
tional rehab team, the physical therapists, occupational therapists,
physiatrists, and nurse case managers, it also includes psycho-
logical liaison providers, biomechanics, the patients, and the pa-
tient’s family, among others.

The facilities boast many state-of-the-art capabilities. These ca-
pabilities include the firearms training simulator which includes a
Blue Tooth technology which replicates the weight, feel, and re-
sponsiveness of the actual weapons, an M16, M14, rifles, and the
nine millimeter pistol.

Also included is one of the most sophisticated gait labs in the
world with a 23 camera capture system, a dual force plate tread-
mill, and six force plates in the floor to analyze gait patterns for
adjustments to both prosthetics and for treatment plans.

The best example of both centers’ one-of-a-kind capability would
be the computer-assisted rehabilitation environment or CAREN
system. Imagine a helicopter simulator and replace the helicopter
with a platform placed in front of a virtual reality screen.
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Imbedded in this is a treadmill with dual force plates underneath
the treadmill.

There are a number of scenarios that patients react to as part
of the therapy and the future programming capabilities are indeed
limitless.

The facility offers a variety of opportunities which include a
climbing wall, tread wall, an indoor walking and running track
with a static harness system called the solo step. This support sys-
tem frees the therapist to watch the patient and to make imme-
diate corrections to their gait and patients the freedom of walking
on their own.

The elevating parallel bars were developed specifically for our
military amputee population. This allows the patients to train for
community obstacles that they frequently encounter such as slop-
ing streets, sidewalks, or ramps.

Technology has played a significant role in prosthetic restoration.
New methods of measurement have resulted in more efficient
methods of measuring the servicemember’s amputated limb with
better precision, efficiency, and quality.

These methods include the computer-aided design, computer-
aided manufacturing, or CAD CAM, the optical digitizing and
stereo lithography where CT scans are digitized and used to print
an accurate three-dimensional model of the residual limb including
existing heterotrophic ossification.

The program pioneered and implemented the concept of early
custom postoperative prostheses and coupled for the first time with
a policy of utilizing externally powered prostheses components.

Under this philosophy, the prosthetic sockets are rapidly pro-
duced with extremely durable and temporary materials and are
coupled with the most technologically advanced components.

The patient receives multiple and frequent sockets to accommo-
date the volume and shape changes common during the early post-
operative phases.

The use of myoelectric upper prosthetic components instead of
body powered components places much less stress on the residual
limb and permits the patient to begin to train much earlier in the
rehabilitation process.

The innovative use of current state-of-the-art technology has at-
tracted many manufacturers to our program who are seeking to
provide new technology to program prior to release to the general
population.

The resulting collaboration between the DoD and the Veterans
Health Administration is ongoing and has already led to several
significant successful projects. Among these is the development of
the VA/DoD clinical practice guidelines (CPG) for patient care. The
CPG sets in place the clinical pathway for both pre- and post-am-
putation patient care.

Additionally, partnership between the DoD experts and industry
recently resulted in the development of the newest generation of
sea leg, which is a microprocessor controlled prosthetic and even al-
lows instantaneous adjustment to variable walking speeds for am-
putees.

As of September 2007, there have been 700 servicemembers who
have sustained a major limb amputation in support of the Global
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War on Terror. Twenty-three percent of these individuals have lost
an upper limb and over 20 percent have lost more than one limb.
Nearly 90 percent of these servicemembers have been under the
age of 35 and as a result, have unique psychosocial needs and gen-
erailly seek to return to a more active lifestyle than older individ-
uals.

Additionally, the majority of combat-related amputations do not
occur in isolation. Over 50 percent have documented traumatic
brain injury, some with vision and/or hearing loss, and many have
significant remote fractures and significant soft tissue wounds, oth-
ers with comorbid paralysis from peripheral nerve injury or central
cord injury, and nearly all with contaminated wounds requiring
frequent surgical wash-outs and extensive antibiotic use.

These complex medical, surgical, and rehabilitative challenges
require unique approach treatment and warrant dedicated research
programs to optimize care.

The advanced training centers have proven to be an ideal setting
for training and advanced techniques related to amputee care and
prosthetics.

In addition to VA/DoD Clinical Rotation Program, we have held
a number of courses attended by military therapists, Veterans Af-
fairs therapists, and prosthetists from around the country.

One example of our collaborative efforts was a recent conference
that brought together internationally recognized experts in ampu-
tee care from the DoD, VA, and academia to outline state-of-the-
a{t care and set a road map for future research needed for this pop-
ulation.

The findings of this conference are scheduled to be published in
a textbook which will be disseminated internationally.

The combination of advanced technologies, innovative clinical
practices, caring providers, and an amazing group of warriors in
transition with strength and courage to seek the high ground and
continuing to move forward has led to revolutionary changes in our
understanding of capabilities of individuals with limb loss.

I thank you for inviting me to talk to you today about the capa-
bilities and the magic at the Military Advanced Training Center at
Walter Reed and the Center for the Intrepid.

Your continued support for our wounded, ill, and injured is very
much appreciated by the soldiers and staff at Walter Reed and
throughout the Army.

[The prepared statement of Major Rozelle appears on p. 31.]

Mr. MicHAUD. Thank you very much, Major.

Doctor Lema.

STATEMENT OF MARK J. LEMA, M.D., PH.D.

Dr. LEMA. Mr. Chairman, Congressman Miller, my name is Dr.
Mark Lema. I Chair the Department of Anesthesiology, Critical
Care and Pain Medicine at the University at Buffalo and the
Roswell Park Cancer Institute.

Today I represent the Pain Care Coalition, a national advocacy
effort of the American Academy of Pain Medicine, the American
Pain Society, the American Headache Society, and the American
Society of Anesthesiologists or ASA. I currently serve as President
of the ASA and I am also a pain physician.
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Collectively the PCC represents over 50,000 physicians, clini-
cians, researchers, and educators who serve in leading clinical roles
in the specialized field of pain management. Some of these special-
ists work in the VA healthcare systems and others are involved in
collaborative relationships with research and clinical care programs
through the VA system.

Briefly, I would like to discuss the complex problem of pain, espe-
cially for the men and women of our military. While we have made
great advances, much more research needs to be done.

Mr. Chairman, pain is a very large public health problem in this
country. Over 80 percent of patients seeking a doctor have pain as
their primary complaint. The pain problem is even more prevalent
in our military and veteran populations.

If miners, movers, and construction workers suffer low back pain
from heavy lifting, imagine the toll on the spine of those active
combat duty soldiers in full battle gear.

If truckers develop back pain from long hauls, imagine the toll
of those soldiers inside armored vehicles going long distances on
poor or nonexistent roads.

If life’s daily stresses serve as triggers for those suffering mi-
graine headaches, imagine the impact of battlefield conditions on
the military personnel’s stress.

Over 90 percent of the severely injured veterans enrolled in the
VA polytrauma centers are suffering from chronic pain with most
of these veterans having pain at more than one site. Eighty-five
percent have traumatic brain injury.

As professionals in the pain care field, we must ensure that the
brave military men and women who serve or have served our coun-
try get the very best care in pain management possible. However,
many of these injuries have no cure.

I applaud the VA for its leadership in focusing resources on the
assessment and treatment of pain. We are particularly supportive
of the national pain management strategy initiated in November
1998. There is still much work to be done.

The Pain Care Coalition believes VA’s pain research effort can
and must be significantly enhanced. We urge this Subcommittee to
develop targeted legislation with three basic components.

First, Congress should require VA to establish a focused research
and training program directed at both acute and chronic pain with-
in its medical and prosthetic research programs at VA head-
quarters.

Second, Congress should authorize, and VA should designate, co-
operative centers throughout the country for research and edu-
cation on pain.

Third, Congress should authorize these newly created pain re-
search centers to compete on an equal basis with other priority re-
search areas.

Mr. Chairman and Members of this Subcommittee, pain is often
characterized as the invisible disease. Unlike cancer, diabetes, and
heart disease, there are no reliable tests to confirm the presence
and severity of pain. But that is no excuse for letting research ef-
forts lag behind those of other VA research priorities.

In closing, I would like to quote U.S. Army Deputy Surgeon Gen-
eral, Joseph G. Webb, Jr. In October 2005, he said, “Wounded sol-
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diers in Iraq and Afghanistan benefit from receiving some of the
most advanced technologies and techniques in medicine today. The
benefits of advanced pain management are improved postoperative
outcomes and the potential to eliminate chronic pain, particularly
in amputees.”

Mr. Chairman and Members of this Subcommittee, please help
ensure adequate funding for pain management research. We must
join together so that our brave men and women returning from
combat continue to receive the best care possible by developing
cures for traumatic, painful conditions.

Thank you. I would be glad to answer any questions.

[The prepared statement of Dr. Lema appears on p. 34.]

Mr. MicHAUD. Thank you very much. And we thank the other
two panelists also.

A couple of questions. Major, my first question will be to you.
You have played a very large role in the design process at MATC.
Could you give us a brief description of how the MATC was de-
signed with the wounded warrior in mind and what are the lessons
that we and VA might be able to learn from that process?

Major ROZELLE. Well, I think the key, Mr. Chairman, was that
we got together the entire team, so we looked at this center and
who was going to be in it first. And then we went to those agencies.
Rather than letting engineers design it for us, we brought a team
together to say what do we need.

We were then able to sit down and review through a number of
different sets and see what space we needed and what was re-
quired based on what the Health Facility and Planning Agency
would allow us to have space-wise. And we continued to reconfigure
it in the process.

Another successful approach we used with the Military Advanced
Training Center was we did what is called a design build. Basically
we were able to sit down as a team with the engineers that were
designing it for us as they did their 10, 30, 50, 75, and 90 percent
drawings and continue to make adjustments based off our team-
work where we would get together and virtually walk through the
building and continue to do business.

We actually continued to make changes in design to include
walls and room space and room function up until the 90 percent.
It was a very successful tool rather than walking into a building
that was designed by someone else and then having to occupy and
then make changes.

There were two systems that we actually had to build the build-
ing around. One is the gait lab that I talked about specifically be-
cause it required an isolated slab. That is something you cannot
post engineer into a building. The second, of course, would be the
computer-assisted rehab environment, the CAREN, which is the
simulation room. It is another isolated slab and literally had to
have the building built around it.

And to answer your second question, how can we move forward
on this, we continue to get our teams together to look at the future
of the Walter Reed at Bethesda, for instance. Everything from our
building will be moved from MATC to Bethesda. That is a very
unique characteristic.
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And then, of course, when it is at Bethesda, we will be able to
test it and it will be tested and we can make changes as we move
forward.

We would like to think that our building is the model that people
already have come to study on what does this advanced facility
look like and are very proud of it.

Mr. MicHAUD. Thank you very much. That was very helpful.

Dr. Feussner, as you know, there are going to be several new VA
hospitals built over the next few years. As the VA moves forward
with these new hospitals, what type of infrastructure would you
like them to consider incorporating into these facilities in order to
support research activities?

Dr. FEUSSNER. Well, with new hospitals, we are beyond the point
of any remodeling issues. So new hospitals should be built with
new research facilities.

I think you know, you were in the building in Charleston, the
Strom Thurmond Medical Research Building in Charleston, which
was a joint venture between the Federal Government, State gov-
ernment in South Carolina, and the Medical University, it is state-
of-the-art research facility, about 120,000 square feet.

The kind of collaboration and integration of research disciplines
that the Major has referred to occur commonly in these state-of-
the-art facilities. And the price back when our facility was built in
1996, the price was about $45 million. It is probably substantially
more than that, but also substantially less than building a brand
new hospital facility. It would be unfortunate if the building of hos-
pitals, if it did not occur simultaneously with the build-out of new
research facilities.

Mr. MicHAUD. Thank you.

Another question for the Major. You have worked hard when you
look at the collaboration with VA on patient care. Can you go in
a little more detail about the collaboration between DoD and VA
in your facilities in terms of patient care, resources, and research?

Major RozZELLE. Well, Mr. Chairman, specifically to integrating
the VA into our building, now we for the first time have all three
offices represented within our building. The idea is that this seam-
less transition should occur at the building. And we are very proud
to have them there inside our walls. And that is a large step for-
ward from where we were when I was injured in 2003.

As far as collaborative research, it seems that we at least quar-
terly have either training or conference where we bring together
our partners which we consider VA to be one and, of course, aca-
demia another where we reach out and bring people together
whether it is something simple as, you know, say, a running clinic
where we bring in whether it is VA prosthetists or therapists in to
observe this young special population on these very unique pros-
theses or whether it is a conference where we are getting together
to write textbooks.

And we continue to look at the future of, you know, specifically
gait analysis and the future protocols that will come out of that
room are endless as well as the CAREN system, you know, another
great collaborative opportunity for DoD and VA to work together.

Mr. MicHAUD. Thank you very much.
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My last question is for Dr. Lema. You talked about amputees’ ex-
perience with phantom limb and stump pains. Can you be more
specific as to what these pains are and do you think part of it is
because of where the joints are for these limbs? Is that part of the
reason—we just really have not done enough research in that par-
ticular area?

Dr. LEMA. Thank you, Mr. Chairman.

Phantom limb pain is a very complex pain problem because it is
a central pain problem. The brain is actually wired to understand
that it has fingers regardless of whether fingers develop. And, like-
wise, when an organ such as an arm or a leg is removed, the body
still has imprinted in the brain the capability of sensing the nerve
fibers that would have gone to that area but were avulsed during
the trauma.

So that is how pain can often be recognized by a person who no
longer has a limb. And oftentimes a person will remember the last
thing before the nerve has been destroyed. So many times, it is a
painful avulsion and that could be the last thing that our military
personnel remember.

So there are number of different phantom limb pains, three in
particular. One is through chronic disease which is actually dif-
ferent than phantom limb pain from traumatic avulsion. In other
words, losing a limb as a result of a blast.

And, finally, there is also stump pain and stump pain oftentimes
can be a result of poor surgical technique in a controlled environ-
ment or the inability to actually approximate avulsed tissue be-
cause of the blast. And that puts stress and strain on the blood ves-
sels and the nerves as the surgeons try and approximate the skin
around the stump. And, of course, anytime pressure is placed on
the prosthetic device, intense pain can be experienced by the pa-
tient.

So we are talking about all of those. But in particular, we are
talking about coordinating pain management into these areas to
the point where you recognize that pain management is a discreet
entity.

Currently if you look at all of the programs that the VA has and
you envision each one of those programs as a pebble in a bowl, pain
medicine is the water that touches all of those pebbles. We would
like to make it a discreet entity so that it does not lose its focus
when the other research efforts are being focused, as the Major
said, on very important advances in prosthetic therapy.

Mr. MiCHAUD. Great. Thank you very much.

Mr. Miller.

Mr. MILLER. Continuing with the pain issue, in the research that
VA is doing now with returning veterans from OEF/OIF, is that re-
search that can be utilized with older veterans? Or are some of
these issues more directly related to new wounds or issues that we
are seeing in the battlefield today?

Dr. LEMA. Your best chance of success is usually addressing pain
aggressively at the first opportunity. Oftentimes effectively treating
acute pain will prevent the changes that actually go on. These are
changes that actually occur in nerve cell remodeling. In other
words, the nerves change their personalities. And oftentimes, once
that happens, it is more difficult to treat.
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So people who have actually had chronic pain that is more long-
standing have to actually undergo different types of treatment that
is oftentimes more difficult.

We have an opportunity with this war to address the transition
between the effectiveness of what we see in our military hospitals
to then what we see for our veterans around the country. We be-
lieve that that transition is not as seamless as it could be and espe-
cially in the area of pain medicine where 90 percent have
unrelieved pain. It is incapacitating.

Imagine if you had a headache right now, you could not focus on
this hearing. But imagine if that headache persisted every day of
your life. How would you be able to function as a normal human
being? And that is what we are trying to address.

Mr. MILLER. Major, when the MATC was being designed and
built, was cost an issue or were you hopefully provided an oppor-
tunity to put in there what you needed?

Major ROZELLE. Well, the cost is always a consideration, Con-
gressman. But, you know, we had guidelines for the building. You
know, we had $10 million to spend on the facility. But I never felt
limited. I never felt strapped by that amount. If I needed some-
thing, I knew that I could go back and request it. So thank you for
that.

But also, you know, we had great support within the Department
of Defense as well. We had lots of visitors who came and said what
else can we put into the facility. And after a tour, they realized
that we pretty much had put everything in there that we needed.

So we would never turn down money certainly, but we had
enough for the mission and we actually ended up coming in under
budget. So we are very proud of that. The $10 million was the right
amount for that facility.

Mr. MILLER. You may have already addressed this in your testi-
mony, but as far as replicating the MATC around the country, is
it being done? Where is it being done? Others obviously are looking
to what you are doing; what does the future hold?

Major RozZELLE. Well, sir, you know, I think that we have had
a lot of visitors from around the world. You know, we looked to our
partners in this war. We had the Canadians come take a look at
what we are doing. The Israelis are interested in what we are
doing.

The Colombians have also come and taken a close look at, you
know, treating our soldiers together, you know, the idea that we
have clinically proven that, you know, if you have a peer group,
people heal better together. And, you know, that is something that
is unique to what we are doing. You know, when you are newly in-
jured and you spread those units across the country, they are find-
ing themselves healing by themselves.

So this package that we have created is certainly exportable, but
we also do not want to say we should build a Center of Excellence
or ten more Centers of Excellence across the country. We are satis-
fied with what we have now.

Mr. MILLER. That is all, Mr. Chairman.

Mr. MicHAUD. Mr. Brown.
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OPENING STATEMENT OF HON. HENRY E. BROWN, JR.

Mr. BROWN OF SOUTH CAROLINA. Thank you, Mr. Chairman. And
I am sorry I was late. I had to be in a markup in another Com-
mittee.

But it is a real pleasure to welcome my good friend from Charles-
ton, Dr. Feussner, and we are grateful for his involvement in
healthcare delivery not only just in the private sector in Charleston
but also in the VA community.

And, of course, you know we have been working with you, Mr.
Chairman, and other Members of the Committee to try to explore
some areas of possibility that we might be able to share some of
the research and some of the expertise that we find between the
VA and the Medical University.

And we are grateful that you would come. You know, we have
been on the cutting edge, I guess, of the Strom Thurmond Gazes,
you know, Heart Research Center. And as we do, I guess, an ex-
pansion program there at the Medical University that, you know,
it gives us more opportunity to combine some of our resources be-
tween the VA and the Medical University.

So we are grateful to have you here today. I am sorry I missed
your testimony, but I am sorry I missed the testimony of the rest
of you gentlemen, too. But, anyway, thank you.

It is a concerted effort that we are trying to combine as many
of the resources of the taxpayers’ dollars to not have duplications
but to find the best of both worlds and combine those, you know,
intellectual capitals to try to be sure that our young men and
women that are coming back from harm’s way in terrible physical
condition, that their needs will be met.

And I think it is absolutely a great idea that when those guys
come back, they need the, I guess, support of their group. And so
I think being in a group kind of a setting gives a little more of, I
think, encouragement in their healing process.

But it has been a real pleasure, Mr. Chairman, to serve on this
Committee to try to find and meet the needs of our veterans. And
we are grateful for the Charleston model as we try to not only save
the taxpayers money but to bring the best, brightest minds to-
gether to be sure that we have a broad front to attack the needs
of our veterans.

And thank you, John, for being here.

Dr. FEUSSNER. Thank you, Congressman Brown.

Mr. MicHAUD. Thank you once again. I would like to thank the
panel for your outstanding testimony this morning and look for-
ward to working with you.

And it goes without saying, Major, we really appreciate all that
you have given to this great Nation of ours. We are all extremely
proud of you and the other men and women who proudly wear the
uniform of the United States. So thank you very much.

Major ROZELLE. It is an honor. Thank you.

Mr. MicHAUD. This panel is dismissed, and we will set up for our
second panel.

I would like to welcome the second panel here: Dr. Tom
Zampieri, who is the Director of Government Relations for the
Blinded Veterans Association (BVA); Carl Blake, who is the Na-
tional Legislative Director for the Paralyzed Veterans of America
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(PVA); and Joy Ilem, who is the Assistant National Legislative Di-
rector for the Disabled American Veterans (DAV).

I would like to thank all three of you for joining us today. And
we will start with Dr. Zampieri and work down. Thank you.

STATEMENTS OF THOMAS ZAMPIERI, PH.D., DIRECTOR OF
GOVERNMENT RELATIONS, BLINDED VETERANS ASSOCIA-
TION; CARL BLAKE, NATIONAL LEGISLATIVE DIRECTOR,
PARALYZED VETERANS OF AMERICA; AND JOY J. ILEM, AS-
SISTANT NATIONAL LEGISLATIVE DIRECTOR, DISABLED
AMERICAN VETERANS

STATEMENT OF THOMAS ZAMPIERI, PH.D.

Mr. ZAMPIERI. Chairman Michaud and Ranking Member Miller
and Members of the House Veterans’ Affairs Subcommittee on
Health, on behalf of the Blinded Veterans Association, we thank
you for this opportunity to present our testimony today on impor-
tant research programs.

BVA is the only Congressionally chartered veteran service orga-
nization exclusively dedicated to serving the needs of our Nation’s
blinded veterans and their families. And we have worked for over
62 years with the VA closely in developing special rehabilitative
programs, both outpatient and inpatient rehabilitative programs
for our Nation’s blinded veterans.

Our testimony includes a great deal of data and statistics that
hopefully will not overwhelm anybody, but I thought it was impor-
tant that people understand that the prevalence and the incidence
of blindness and low vision in the United States is one out of every
28 Americans over the age of 40, which amounts to 3.3 million
Americans are either blind or have low vision.

This figure is from 2004 and when broken down, it separates to
2.3 million with low vision and about a million who are legally
blind. However, each year, 200,000 more Americans develop age-re-
lated macular degeneration, which is the most common cause of
blindness in our older veterans over age 65. Diabetic retinopathy
is another frequent cause of blindness in younger veterans between
the ages of 40 and 65.

The take-away from some of this is that the employment rate of
those individuals of working age between age 19 and age 65 who
have a vision-related disability remains still only at half of the non-
disabled workforce, 38 percent, and that figure is at the end of a
lot of the other employment data that I put in there.

And I think that is a statement on the importance of research
in regards to not only medical research but advanced prosthetic de-
vices and new technologies to assist individuals in their recovery
from vision loss and being able to enter the workforce.

The economic and social impacts of this is just tremendous, $68
billion annually. One figure I read was there are currently over
400,000 older Americans who are in nursing homes strictly because
of blindness, which is costing Medicare $11 billion a year for those
individuals to be in nursing homes. And a lot of those could func-
tion independently if they were able to have rehabilitation.

One of the most common causes of individuals being admitted to
nursing homes is actually falls.
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The other thing is that as of September 25th, 2007, this number
constantly changes, there have been 27,767 servicemembers
wounded in Iraq and Afghanistan. The number of men and women
requiring air and medical evacuation from Iraq between March
19th, 2003, and September 17th, 2007, was 8,298 of which 1,162
or 13 percent had sustained combat eye trauma. Thirteen percent
of all those wounded evacuated from OIF and OEF have sustained
serious combat eye wounds.

This is the highest percentage of eye wounded evacuated in any
war in 100 years. This is a staggering number and, in fact, the pre-
vious witness who testified about pain being the silent aspect of the
injuries, Bob Woodruff from ABC News who attended our conven-
tion said that eye injuries apparently is the silent epidemic of war
Cﬁsualties in the sense that these numbers, you never hear about
them.

And I am alarmed. And even in our previous testimonies, we
found, you know, difficulty in getting any accurate numbers.

The other aspect of this is the traumatic brain injuries which are
associated with a large percentage of vision-related complications.
Of the 3,900 TBI patients, it is estimated that 80 percent of those
complain of visual-related symptoms. And at the polytrauma cen-
ters, 62 percent of the patients are diagnosed as having a TBI-re-
lated diagnosis with dysfunction of diplopia, convergence disorders,
photophobia, ocular motor dysfunction, inability to read.

We are proud of the fact that the VA has devoted a lot of new
resources into expansion of low vision outpatient services and the
support that this Committee has given that effort. We are also
pleased that one of their research projects is on retinal research up
in Boston on development of an artificial retinal implant.

But what concerns us is that the amount of funding that is dedi-
1cated toward both DoD and VA vision research, we feel, is far too
ow.

I would be happy to answer questions about all that. We appre-
ciate the ability to present our testimony today.

The one thing that would help us tremendously, we feel, is pas-
sage of H.R. 3558 which was introduced by a couple Members of
this Committee. The “Military Eye Trauma Treatment Act of 2007”
would create a Military Eye Trauma Center of Excellence and eye
trauma registry.

And this is vital, we feel, because until there is an accurate ac-
counting of these eye casualties and this information is shared with
the VA, then what we hope will come out of this is new best prac-
tices like they are doing with prosthetics and new research geared
toward the experiences that the DoD ophthalmologists and the VA
ophthalmologists are now having to cope with.

And so, again, I appreciate this opportunity to present our testi-
mony and look forward to your questions.

[The prepared statement of Dr. Zampieri appears on p. 38.]

Mr. MicHAUD. Mr. Blake.

STATEMENT OF CARL BLAKE

Mr. BLAKE. Mr. Chairman, Mr. Miller, and Mr. Brown, on behalf
of PVA, 1T would like to thank you for the opportunity to testify
today on the research programs administered by the VA.
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As you know, research is a vital part of veterans’ healthcare and
an essential mission for our National healthcare system.

In testimony during the 109th Congress, PVA supported legisla-
tion that would create Amputation and Prosthetic Rehabilitation
Centers of Excellence similar to those that are done for Multiple
Sclerosis and for Parkinson’s Disease. The need for these centers
is amplified by the number of veterans of OIF and OEF who have
amputations.

We believe these centers could partner with the new Military Ad-
vanced Training Center that was just spoken about in some detail
that recently opened at Walter Reed. This partnership could en-
hance the long-term provision of these services to veterans as it
would allow the VA to remain on the cutting edge of amputation
and prosthetic research in conjunction with DoD.

This is particularly important as the VA will likely be respon-
sible for caring for these men and women throughout the course of
their lives.

Additionally, VHA should be required to partner with manufac-
turers, dealers, payers, and advocates to develop performance test
standards for amputee and prosthetic devices.

An example of these types of test standards is the American Na-
tional Standards Institute, ANSI, and Rehabilitation Engineering
and Assistive Technology Society of North America, REATSNA,
wheelchair performance standards. These standards are a collabo-
rative effort with specific impacts on wheelchair research and de-
velopment, consumer disclosure, and payer decisions.

PVA believes that these centers could be the spearhead for devel-
opment of evidence-based performance test standards for amputee
and prosthetic devices within the VA.

PVA also has a particular interest in research projects that the
VA administers as it continues to address neurotrauma and sen-
sory loss primarily as a result of spinal cord injury or disease or
traumatic brain injury.

As you are well aware, TBI is recognized as the signature injury
of combat in Iraq and Afghanistan. According to the VA’s esti-
mates, TBI and various degrees of spinal cord injury account for
nearly 25 percent of the combat casualties sustained by service-
members in OIF and OEF.

Despite the positive gains by advancements in body armor, the
head as well as the cervical spine are exposed to significantly more
trauma. This has not only led to specific injuries related to TBI and
paralysis, but also vision loss, psychological problems, and the larg-
er polytrauma aspect. As such, i1t is absolutely essential that con-
tinued research in the areas of TBI and SCI continue to advance.

Likewise, PVA believes more research must be conducted to
evaluate symptoms and treatment methods of veterans who have
experienced TBI. This is essential to allow VA to deal with both the
medical and mental health aspects of TBI including research into
the long-term consequences of mild TBI in OEF/OIF veterans.

Furthermore, TBI symptoms and treatments can be better as-
sessed for previous generations of veterans who have experienced
similar injuries.

PVA is particularly interested in the VA’s special research
project that focuses on genomic medicine. The thrust of this project
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is to link veterans’ genetic information with the VA electronic
health record. The program will ultimately allow clinicians to make
better decisions for veterans based on their genetic information.

Furthermore, it will address patients’ rights, informed consent,
privacy, and ownership of genetic material involved with genetic
tissue banking.

However, despite the expectations of this exciting field, we must
reiterate that additional new funding will be necessary. Genomic
medicine cannot be advanced by simply reshuffling funding prior-
ities within existing VHA research and development funding. If it
is placed into a stream where it will compete with current VA
projects, the sheer scope and cost of genomic medicine alone will
overrun all other ongoing projects.

Finally I must emphasize our concern about funding for the over-
all Medical and Prosthetic Research Program. We certainly appre-
ciate the fact that the appropriations bills passed by the House and
Senate meet or exceed the $480 million recommended by the Inde-
pendent Budget for fiscal year 2008 and we appreciate this Com-
mittee’s support for those measures.

However, with the outcome of the appropriations still hanging in
limbo and the fact that no appropriation has been provided even
as the start of the new fiscal year has already passed, we remain
concerned about the ongoing viability of the VA Research Program.

Mr. Chairman and Members of the Subcommittee, again I would
like to thank you for the opportunity to testify and I would be
happy to answer any questions that you might have.

[The prepared statement of Mr. Blake appears on p. 46.]

Mr. MicHAUD. Thank you very much, Mr. Blake.

Ms. Ilem.

STATEMENT OF JOY J. ILEM

Ms. ILEM. Thank you, Mr. Chairman and Members of the Sub-
committee, for inviting the Disabled American Veterans to provide
testimony on VA research programs.

There are a number of research areas we believe warrant special
attention including prosthetics, traumatic brain injury, mental
health, women veterans, the aging veteran population, Gulf War,
and minority veterans.

A significant number of young servicemembers are returning
from Iraq and Afghanistan with complex polytraumatic injuries.
VA will be responsible for the health maintenance of this popu-
lation for decades. Therefore, it is essential that VA remains the
leader in advancing new technologies in prosthetic and orthotic
items while refining rehabilitation models and promoting good
health outcomes for veterans with amputations and other trauma.

Traumatic brain injury or TBI is another area of particular con-
cern for DAV. While severe brain injuries are more easily recog-
nized, some servicemembers exposed to explosive blasts have no ob-
vious or visible injury. It is believed that many OEF/OIF veterans
have suffered mild brain injuries or concussions that have gone un-
detected.

Emerging literature strongly suggests that even mild TBI inju-
ries may have long-term mental health consequences. With the in-
flux of servicemembers returning with mild or moderate TBI, re-
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search should be expanded on the evaluation and treatment of this
injury in new veterans. However, studies undertaken by VA should
also include older veterans of past military conflicts who have suf-
fered similar injuries that were undetected, undiagnosed, or
misdiagnosed and untreated.

Combat-related mental health readjustment issues should also be
a critical research priority for VA. Veterans of these current wars
have a wide range of possible mental health conditions such as re-
ag.justment disorder, anxiety, depression, PTSD, and substance
abuse.

Early studies suggest that substance abuse is a growing problem
in a large number of returning war veterans. Therefore, we urge
VA to continue research into this critical area as well and to iden-
tify the best treatment strategies to address substance abuse and
associated mental health and readjustment issues while continuing
to address the needs of older veterans with these problems.

We urge Congress to remain vigilant to ensure that mental
health research and appropriate treatment programs are author-
ized and sufficiently funded.

With increasing numbers of women serving in the military today
and with more women veterans seeking VA healthcare following
military service, VA must be prepared to meet their unique phys-
ical and mental health needs. Women’s health research is essential
to fully understand the healthcare needs of this population and to
develop high-quality services and treatments.

While many of the health problems of male and female veterans
returning from combat operations will be similar, VA must address
the health issues that pose special challenges for women.

DAYV has recommended that VA focus its women health research
on finding the healthcare delivery model that demonstrates the
best clinical outcomes for women veterans, assesses the barriers
that women perceive or have experienced in seeking VA healthcare
services, conduct a long-term health study of women who served in
combat theaters, and conduct research to fully understand the dual
burden of military sexual trauma and combat-related PTSD.

While additional research and resources must be provided to bet-
ter treat our newest generation of combat veterans, VA still has a
large number of aging veterans. In that respect, research focused
on diabetes, hypertension, heart disease, dementia, and other
chronic illnesses affecting older populations must continue.

Likewise, additional research is needed to explore and develop
systematic methods for efficacious treatments for Gulf War vet-
erans with unexplained medical symptoms and illnesses so that a
collection of best practices becomes available to all VA clinicians in
the field.

A June 2007 VA study found that racial and ethnic disparities
appear to exist in all clinical areas. Researchers noted that this
finding was especially troubling since it may indicate that dispari-
ties in healthcare delivery contribute to disparities in health out-
comes. It is clear from this study that VA needs to continue this
important research and find solutions to this problem.

From its earliest days, biomedical rehabilitation and health serv-
ices research has been an integral part of VA’s overall mission.
Today the VA system offers veterans the best care anywhere as
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confirmed by numerous health industry experts. But millions of
sick and disabled veterans depend on the VA healthcare system to
help them overcome severely disabling injuries.

We urge VA to press forward and to remain on the cutting edge
of healthcare through its esteemed research program and we en-
courage this Subcommittee to maintain necessary oversight of VA
research programs and to provide sufficient funding to help VA im-
prove service and health outcomes for disabled veterans.

Mr. Chairman, that concludes my testimony and I will be happy
to answer any questions you may have. Thank you.

[The prepared statement of Ms. Ilem appears on p. 48.]

Mr. MicHAUD. Thank you very much. And I thank the other two
panelists as well.

Everyone on this panel agrees that VA should continue to put
money and resources into research and development, although
money is limited, so we have to sometimes make priorities.

I would like to ask all three of you what should the VA’s top
three priorities be as they relate to research and development? We
will start with Dr. Zampieri.

Mr. ZAMPIERI. I think that from our perspective, you know, one
of the unique aspects of the war and the injured coming back is
that when you look at all the different types of research, you are
not going to find in the private sector a thousand severe, you know,
eye trauma cases.

I mean, you talk to private university ophthalmologists who do
emergency room work and you look at national eye registry data,
you know, like three percent of all Americans who go in the emer-
gency rooms suffer from a severe type of industrial eye injury.

And, you know, we feel that there are certain types of military
injuries that should be a priority as far as whether it is amputa-
tion, prosthetics research, vision research, spinal cord injury (SCI),
you know, speaking for my friends here, because you cannot just
go out in the private sector and find those dollars.

I mean, you know, these are unprecedented. One of our attach-
ments shows you pictures of what we are talking about. And, you
know, I was upset that in the Congressionally directed DoD re-
search, there is $4.9 million for eye research. And I am saying to
myself, you know, is something wrong with this picture in regards
to—you know, there are certain things that we have a responsi-
bility for and I just think that anything related to combat trauma,
the Blinded Veterans Association thinks should be a priority.

The other aspect of this is one of the difficulties is technology.
Everybody is overwhelmed. The good news is there are lots of new
adaptive technology equipment that is out there and sorting
through those and testing those and finding out which ones really
work the best is actually overwhelming for some of the staff that
I talk to.

So it is a good news, bad news story. You have so much emphasis
nowadays on technology research, but, you know, how do you sort
that out within the VA and Department of Defense as to which
really work well? And if you are going to invest money into those,
is your return going to be, you know, valuable?

Anyway, thank you.
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Mr. BLAKE. Well, Mr. Chairman, I would say first that I do not
think that is a fair question because the scope of research pro-
grams conducted by the VA is so broad that I do not know that we
could pinpoint certain ones.

As an advocate for Paralyzed Veterans of America, I do not think
I would be doing my job if I did not say that we believe
neurosensory loss and trauma associated with spinal cord injuries
should be at the top of the list, but I think that falls into a broader
category in some fashion.

Like Tom mentioned about combat-related traumas and injury, I
do not think that you can tailor research to that because there are
so many avenues under that whether it be TBI, psychological dis-
orders and research associated with that, those sorts of things. But
I think there is probably a broader field associated with it.

I believe that the genomic medicine research is going to be a
growing field. It is a massive scope in that program, but I think
a lot of focus is going to be placed there because of the potential
for it. But outside of that, I do not know that I could give you one,
two, or three items that would be the way to go.

Ms. ILEM. I think I would have to concur with my colleagues that
it is a difficult question to try to pinpoint if you had to pick the
top three. And I think probably VA is grappling with that as well.
They have, you know, a limited amount of funding and they have
to choose the areas that they feel are the most critical. And I would
assume they are looking at issues that they think they are going
to have the largest problem in those populations.

And obviously they want to, I am sure, remain on the cutting
edge with prosthetic technology that is coming out and make sure
that this small group, relatively small group maintains, you know,
to continue to have these really incredible prosthetic items avail-
able to them throughout their lifetime.

And the traumatic brain injury, obviously everyone is very con-
cerned about it in the mild and moderate category, not just the
most severe, and what are the long-term consequences for that pop-
ulation.

And I think mental health too. Everybody is very concerned
about that because of the long-term chronic consequences that can
lead to a lot of other issues.

So it is a difficult question, but I think that we all agree that
anything related to military service, VA should have the funding
available to do the research necessary to make sure that the appro-
priate programs and services are available and the best treatments
in the world for these veterans.

Mr. MicHAUD. Well, you all did a very good job answering the
question and part of it, I expected your answer to be what it was.
So I appreciate it.

I will give you an easy one to answer. What ideas do you have
on how VA and DoD and other government agencies can improve
on how to conduct research in a collaborative manner? What works
best?

Mr. BLAKE. What works best?

Mr. MicHAUD. Yes. I mean, can VA and DoD and other agencies
do a better job on collaborative research and development?
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Mr. BLAKE. Well, I would say the key is to ensure that as we
move forward, at least particularly with the newest generation of
veterans, that DoD and the VA do not operate their own programs
within a vacuum. That is not saying that they do. The VA does an
outstanding job of working with academic affiliates, the private sec-
tor, and within the VA. The DoD has done some degree of research,
particularly with the newest related casualties from Iraq and Af-
ghanistan and it is important to ensure that some kind of link is
established in all of these areas.

I think the prosthetics issue is going to be a big issue because
a lot of the men and women out at Walter Reed, Bethesda, and cer-
tain other locations are getting the most advanced prosthetics and
it is important to ensure that the VA is tied in to what is going
on there so that they understand this ever-evolving technology be-
cause they will be the ones in the long term responsible for meeting
the needs of these men and women.

Ms. ILEM. Yeah. I would agree with that. And I think that VA
and DoD, you know, we hear about some of these collaborative
projects and things that they are working on. And it is great to
hear that VA is being allowed to, you know, bring their prosthetists
and other folks out there, you know.

But I think we would like to see more of that right from the get-
go in terms of, you know, they are both interested in what is hap-
pening with this population and it crosses over. And, you know,
however they can work together to make sure that all of these
treatments and best practices are both developed in both, you
know, agencies as a collaborative effort, I think, is in the best in-
terest of our veterans.

Mr. MicHAUD. Great. Thank you.

Mr. Miller.

Mr. MILLER. Thank you, Mr. Chairman.

Let the record reflect I will not ask the panel a difficult question
that they cannot answer. It is very unfair of you to do that.

One question because our time is running short, I know we have
a vote coming up shortly. One thing that we find in the Federal
bureaucracy is that there are many agencies doing duplicative
work, research. There is such a competition for research dollars.

Do you feel, and this could go to any or all of you, and TBI a
perfect example, that there should be a single Federal clearing-
house agency for medical research? Would that aid in what we are
trying to accomplish, providing the best care to those who need it?

Mr. BLAKE. Well, that is not an easy one either.

Ms. ILEM. I know. That is not easy either.

Mr. MILLER. I did not say it was easy.

Mr. ZamPIERI. That is sort of like, you know, can we reform the
Tax Code.

Mr. MILLER. Yes, we can.

Mr. ZAMPIERI. You know, I guess you could, but it is not going
to be easy. Speaking as a person who is a clinical provider as a
physician assistant for 25 years, you know, the universe of Federal
r(lesearch and university research and private foundations is com-
plex.

And I guess, you know, my way of approaching this is that,
again, that, you know, I think that DoD and VA should look at a
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way to partner even more on the specific research again with these
different types of injuries and stuff from the war.

And, you know, like I mentioned, one of the things that we would
like to see is whether it is associated with this Eye Center of Excel-
lence, but a joint technology sort of research center, you know,
where they work together on all this, you know, advanced tech-
nology development, similar to what they are doing now in regards
to amputee prosthetics, you know, and just build on that.

I think the problem once you get off into the world of the Na-
tional Institutes of Health (NIH) and all that is the complexities
of the competitive research that goes on outside. I do not think one
“Federal research czar” could handle this.

Mr. BLAKE. I think it is certainly an idea worth consideration. I
think the problem that you run into is although the vast majority
of research programs benefit a broad cross-section of the general
population maybe in different ways, one type of research does not
necessarily benefit the other type of group.

And we would certainly hate to see any kind of a national man-
agement of research where a program is managed that does not
benefit veterans in some fashion. That is not to say that even re-
search conducted with the VA benefits all of a society, but we be-
lieve it does. But we need to ensure that the VA has that directed
expertise as it relates to the issues surrounding veterans and their
own experiences.

So I am not sure that a single agency could manage research in
that fashion and ensure that it is universally applicable and would
benefit everyone.

I would say that NIH maybe on some level does a little bit of
that now because a lot of research in some fashion passes through
the doors of NIH before it comes back out to wherever it goes. Even
the VA has its own partnerships in most cases with research
through NIH.

Ms. ILEM. I mean, I would not have much more to add than I
think what both my colleagues have said other than, you know, I
think it is an idea worth exploring or looking at. However, I think
I would need more time to really think about that and the implica-
tions.

And the thing that first came to mind was thinking about, you
know, making sure not just about the duplication but make sure
there is not stunting of creativity and thoughts and ideas and dif-
ferent avenues of approaching things.

But certainly it is something that we could, you know, further
explore and get back to you or your staff with.

Mr. MILLER. That is it.

Mr. MicHAUD. Mr. Brown.

Mr. BROWN OF SOUTH CAROLINA. Mr. Chairman, I am going to
be pretty easy on the panel. I have a yes or no answer.

I know down in Charleston, I think we mentioned with the other
panel that we do have, you know, combined with heart, with the
Strom Thurmond Gazes Research, you know, Clinic.

And so I would ask the question if you do not think in order to
be able to utilize the best taxpayers’ dollars is to combine some
kind of oversight to all of these agencies and also include in the
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private sector because I think there is a lot of duplication of effort
out there and I know competition is always good for the funds.

But would you agree that by including the private sector that
that gives us another dimension of intellectual capital that we
probably would not have just within our own bounds?

Mr. ZAMPIERI. I would agree that, you know, that there is obvi-
ously, so I do not get misquoted, I think that there should be effec-
tive coordinated private-sector research, you know, from the VA
perspective.

You know, a lot of the physicians that I worked with, for exam-
ple, in Houston, Texas, at the VA Medical Center, we did a lot of
prostate cancer research in association with Baylor University.
And, in fact, most of the VA urologists would have said that we
would not have been able to do some of that research without the
support of the, you know, outside universities.

And so, you know, my background gives me that, you know, that
this is very important. I guess, you know, my concern, though, is
that there is again sometimes specific military and VA types of re-
search that it would be difficult to find that type of private univer-
sity research going on.

While I do know that there is a lot of retinal research going on
in private university driven programs and retinal implants and
optic nerve and things like that, so there is a relationship there
that they could draw upon.

Mr. BROWN OF SOUTH CAROLINA. I was just hoping that you
would just say yes and we would not have to reinvent the wheel.
And I know a lot of times, there is a lot of research being focused
on, you know, the same issue in many different areas. And if they
could combine those resources, it seems like it would be better uti-
lization of our taxpayers’ dollars.

And I know that buzzer just went off and that means that we
are going to have to go vote pretty shortly, so I will just leave the
other two panelists an option to say yes or no.

Mr. BLAKE. How about maybe?

Ms. ILEM. Same.

Mr. BROWN OF SOUTH CAROLINA. Thank you very much.

Thank you, Mr. Chairman.

Mr. MiCHAUD. Thank you.

And, Dr. Snyder.

Mr. SNYDER. Thank you, Mr. Chairman. I will not ask any ques-
tions because we have votes going on.

But I appreciate your all’s advocacy on funding for medical re-
search and proper funding and the detail in your written state-
ments that you go on about what that means for the folks that are
members of your organizations. I think your advocacy is absolutely
vital and I appreciate your doing it year after year. Thank you.

Thank you, Mr. Chairman.

Mr. MicHAUD. I would like to thank this panel.

And I do not know if we can fit the third panel in within the next
5 minutes. The third panel is Dr. Joel Kupersmith, who is an M.D.
He is the Chief Research and Development Officer from the VHA.
He is accompanied by Dr. Tim O’Leary and Dr. Michael Selzer.

I would like to thank you very much, Dr. Kupersmith, and look
forward to hearing your testimony.
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STATEMENT OF JOEL KUPERSMITH, M.D., CHIEF RESEARCH
AND DEVELOPMENT OFFICER, VETERANS HEALTH ADMINIS-
TRATION, U.S. DEPARTMENT OF VETERANS AFFAIRS; AC-
COMPANIED BY TIMOTHY O’LEARY, M.D., PH.D., DIRECTOR,
BIOMEDICAL LABORATORY AND CLINICAL SCIENCE RE-
SEARCH AND DEVELOPMENT, VETERANS HEALTH ADMINIS-
TRATION, U.S. DEPARTMENT OF VETERANS AFFAIRS; AND
MICHAEL E. SELZER, M.D., PH.D., DIRECTOR, REHABILITA-
TION RESEARCH AND DEVELOPMENT, VETERANS HEALTH
ADMINISTRATION, U.S. DEPARTMENT OF VETERANS AF-
FAIRS

Dr. KUPERSMITH. Thank you very much, Mr. Chairman.

Mr. Chairman and Members of the Subcommittee, thank you for
the opportunity to discuss the Department of Veterans Affairs Med-
ical and Prosthetic Research Program.

With me are Dr. Timothy O’Leary, Director of Biomedical Lab-
oratory and Clinical Science Research, and Dr. Michael Selzer, Di-
rector of Rehabilitation Research and Development.

For more than 80 years, VA research has been a valuable invest-
ment with remarkable and lasting returns. The history of VA re-
search is filled with examples of how it has improved care includ-
ing developing numerous advances in prosthetics, developing a sys-
tem that allows tetraplegics’ brain waves to turn on lights and
open e-mails, pioneering, understanding, and treatment of post
traumatic stress disorder or PTSD, identifying genes associated
with Alzheimer’s disease, premature aging, schizophrenia, and dia-
betes.

In recognition of their innovative work, VA researchers have re-
ceived three Nobel Prizes and six Lasker Awards.

VA research is an intramural program where clinical care and
research occur under one roof. This unique advantage allows VA
investigators to bring scientific discovery from the laboratory bench
to the patient’s bedside making this program a most effective tool
to improve veterans’ care.

All our veterans from those who served in World War II to those
returning from current conflicts in Iraq and Afghanistan deserve
the very best care possible. Therefore, VA has a comprehensive re-
search agenda using all the tools of modern science to develop new
treatments for physical injuries, illnesses, and mental health dis-
ordieirs, to improve access to healthcare, and to address long-term
needs.

A priority area for VA research is health issues of veterans of
Operation Iraq and Enduring Freedom or OIF/OEF such as pros-
thetics healthcare, pain, traumatic brain injury, spinal cord injury,
sensory loss, mental health, and polytrauma.

Let me provide a few examples of exciting research in these
areas. VA researchers are developing improved materials and de-
signs for prostheses. One project under way involves building a
new flexible prosthetic wrist to allow upper arm amputees to inter-
act with objects in a more life-like fashion and with fewer mechan-
ical failures.

In addition, VA recently unveiled a computer-driven ankle foot
prostheses that helps restore amputees’ ability to walk normally. In
a preliminary study of the prototype, patients used less energy dur-
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}‘ng walking, had fewer balance problems, and walked 15 percent
aster.

To learn more about combat-related mental health, VA research-
ers are collaborating with DoD to collect risk factors and health in-
formation from military personnel prior to the deployments to Iragq.
These soldiers will be reassessed upon their return and several
times afterward to identify changes that occurred following combat
duty and to identify risk factors for PTSD and other health condi-
tions.

An additional goal is to examine whether and how PTSD and
traumatic brain injury are related.

Excruciating pain is experienced by more than 50 percent of pa-
tients after spinal cord injury. VA investigators have identified a
particular mechanism responsible for conveying pain signals to the
brain and are now using that discovery to develop a new pain
treatment. This research has the potential to benefit the general
public as well as veterans.

Other priority research areas include treating and preventing
chronic diseases such as diabetes, obesity, HIV/AIDS, and heart
disease, understanding healthcare needs and service utilization of
women veterans, treating conditions including substance abuse, ad-
justment and anxiety disorders, psychotic disorders, dementia and
memory disorders, and related brain damage and providing person-
alized medicine.

VA is at the forefront of developing treatment that is tailored
specifically to an individual based on genetic medicine also known
as personalized medicine. It will increase the effectiveness and
safety of healthcare, drug treatments, and disease prevention ef-
forts. Personalized medicine is considered the direction for
healthcare in the 21st century.

VA research supports a broad initiative examining access to
healthcare aimed at identifying system-wide gaps in care, assessing
specific access issues and barriers for special populations, assessing
the impact of new programs, practice structures, and organizations,
and developing and evaluating quality improvement efforts, organi-
zational and management interventions, implementation initia-
tives, and new technologies.

Further, meeting the long-term care needs of the aging veteran
population continues to be a high priority for VA research. A major
focus is on research that will enhance care coordination to improve
quality of life for long-term care patients.

Other projects include those aimed at caregivers and a new ini-
tiative focused on developing approaches to community-based long-
term care.

In conclusion, VA research with its distinguished history of dis-
covery and innovation today remains an essential part of VA’s ef-
forts to ensure the health and well-being of our Nation’s veterans.
VA takes great pride in research that keeps it at the forefront of
modern medicine and healthcare and expects to see further re-
markable discoveries in the future.

Mr. Chairman, that concludes my statement and I will be
pleased to respond to any questions you or the Subcommittee Mem-
bers may have. Thank you.

[The prepared statement of Dr. Kupersmith appears on p. 55.]
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Mr. MicHAUD. Thank you very much, Dr. Kupersmith. You are
actually saved by the bell. So I will be submitting my questions for
the record as will Ranking Member Miller as well.

Dr. Snyder.

Mr. SNYDER. I am sure other Members may have questions for
the record also.

Dr. Kupersmith, the issue of the funding has been kind of a nod
at some of us over the last several years because I thought the
President’s budgets have always been grossly inadequate. They do
not keep up with the medical inflation rate or whatever that term
is, the research inflation rate. They include funding that, you
know, they just anticipate that there is going to be robust funding
from NIH and other agencies or private funding. Those budgets
were inadequate also.

So we have a catch-up phenomenon going on. But I mean, do we
not still have some more work to do in terms of overall funding and
what could be done given all the things that you just outlined, the
challenges that our veterans and our new generation of veterans
are facing? Would you all not benefit from additional funding?

Dr. KUuPERSMITH. Well, as you know, I support the President’s
budget. I can certainly tell you

Mr. SNYDER. My question was, will you not benefit from addi-
tional funding?

Dr. KUPERSMITH. I am sorry?

Mr. SNYDER. My question, though, was, I understand you are
supporting the budget, but my question was, would you all not be
able to do additional good things if you had additional funding?

Dr. KUPERSMITH. Yes. Yes. The answer is yes. Certainly I think
our portfolio is moving certain directions which I think will be very
beneficial to veterans and others in the future. We are obviously
moving more toward conditions related to OIF/OEF and research
on that level.

We always balance our portfolio between the newer veterans
coming back or we have in the past few years and the chronic dis-
eases that veterans have. And genomic medicine actually bridges
both of those. Some of our first projects in genomics will be on
PTSD and TBI.

And so some of the things that were mentioned today, pain, for
example, we have been increasing our portfolio on that and we are
very interested in that. We even have it as part of our Research
Career Development Award Program.

So the answer is, yes, we do have a number of things that we
would do.

Mr. SNYDER. Is it not a question not just of projects? I mean, I
assume that you have a good system for sorting through, okay, we
have this many research projects from around the country that we
could fund. We think we are going to come up with our list of ones
that we think are good. We have adequate funding for this many.
There are still some we would like to fund. I mean, that is part of
it.

But is not another part of it, unless we have robust funding, re-
searchers are going to find other places to go to and other countries
to go to and private sector places to go to? Is that not an issue, too,
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that we need to have robust, reliable funding so that to keep the
kind of personnel that you want at the VA?

Dr. KUPERSMITH. Surely it is. And I think that, you know, it is
both. And I will answer that if we had more money, we would—
you know, the retention of physicians is a very important part or
research is a very important part of retention of physicians in the
VA and our research program in general. Obviously researchers go
where there is funding. And, you know, again, we support the
President’s budget. If we had more funding, those are some of the
things that we would think about certainly.

Mr. SNYDER. Thank you, Mr. Chairman.

Mr. MicHAUD. I would like to thank this panel as well and the
two previous panels for your testimony today. And we will submit
additional questions for the record.

Dr. KUPERSMITH. Can I just ask one? May we respond to some
of the questions that were asked to the other panelists? We would
appreciate that opportunity also.

Mr. MICHAUD. In writing, yes.

Dr. KUPERSMITH. Yes.

Mr. MICHAUD. Yes, absolutely.

Dr. KUPERSMITH. Thank you very much. I appreciate that.

Mr. MiCHAUD. This hearing is adjourned. Thank you.

[Whereupon at 11:27 a.m., the Subcommittee was adjourned.]
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Prepared Statement of Hon. Michael H. Michaud,
Chairman, Subcommittee on Health

At this hearing, we will examine the Department of Veterans Affairs Research
Programs.

Research is one of the core missions of the Veterans Health Administration
(VHA). The VA is unique, in that it has the capability to provide clinical services
and conduct research within the same organization. As a result, the VA has done
ground-breaking research on topics ranging from post-traumatic stress disorder,
prosthetics, smoking cessation and treatment of heart disease.

The purpose of this hearing is to examine VA research programs, particularly in
light of the current conflict. As we all know, Operations Enduring and Iraqi Free-
dom have presented us with some new challenges in caring for and treating injured
soldiers. In recent years, we have seen a dramatic increase in the number of return-
ing veterans with conditions such as PTSD, TBI, and traumatic amputations.

These conflicts have produced nearly 28,000 severely injured veterans, over 700
of which have had traumatic amputations. It is vital that the VA continue to push
the edge of research in order to provide these brave men and women with the most
up-to-date care available—whether they need prosthetics, pain-management, eye-
care, or any number of other services.

It is also important that the VA work in collaboration with the Department of De-
fense, academic partners and other public and private entities to leverage their re-
sources and knowledge—and to produce the best research possible.

I would like to send a special welcome to one of our witnesses today.

On the 21st of June, 2003, Major David Rozelle was leading a convoy west of
Baghdad when his vehicle struck a landmine, which resulted in the loss of his right
foot. After spending 8 months recovering at Fort Carson, Colorado, Major Rozelle
returned to Iraq as a Troop Commander conducting operations in Baghdad and Tal
Afar—he was the first troop commander to redeploy to the same battlefield as an
amputee in recent military history.

Major Rozelle is currently serving as an Administrative Officer at the Military Ad-
vanced Training Center at Walter Reed Army Medical Center. Drawing on his per-
sonal and professional experience, Major Rozelle helped plan and design this brand
new facility—using the most state-of-the-art research available.

Welcome, Major Rozelle.

Continued research is vital to improving healthcare, saving lives and improving
the quality of life for our sick and injured. I look forward to hearing from our wit-
nesses about what the VA is doing—and what the VA should be doing—to advance
their core mission of research.

———

Prepared Statement of Hon. Jeff Miller, Ranking Republican Member,
Subcommittee on Health

Research is necessary to generate new knowledge and achieve scientific and clin-
ical excellence.

The Department of Veterans Affairs (VA) is world renowned for its medical re-
search, and VA’s research program has a strong history of success and is credited
with pioneering life saving therapies and treatments that have improved health care
not only for veterans but for patients as a whole. This year, for example, the first
vaccine for shingles was approved as a result of VA research.

Modern molecular medicine and rapidly advancing medical technology make a
strong research enterprise more important to veterans than ever.

(28)
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As we map the future of VA research, we must work to ensure that VA’s research
goals align with the special health care needs of both our new generation of vet-
erans from the Global War on Terror and our older veterans of previous wars.

Recognizing the value of VA research, we must also be aware that nothing is more
important than translating research from the “bench” to the “bedside”.

I am pleased to see that we will hear from the Administrative Officer from the
Military Advanced Training Center and have the opportunity to discuss collabo-
rative efforts on federal research for the benefit of our military and veterans.

Thank you, Mr. Chairman, and I yield back the balance of my time.

———

Prepared Statement of John R. Feussner, M.D., MPH
Professor and Chairman, Department of Medicine
Medical University of South Carolina, Charleston, SC
and Volunteer Staff Physician, Ralph H. Johnson Veterans Affairs Medical
Center on behalf of Friends of VA Medical Care and Health Research

Good morning Mr. Chairman and members of the committee. My name is John
Feussner, and I am Professor and Chairman of the Department of Medicine at the
Medical University of South Carolina in Charleston. I am also a volunteer staff phy-
sician at the Ralph H. Johnson VA Medical Center and was the Department of Vet-
erans Affairs Chief Research and Development Officer from 1996 until 2002. I am
testifying on behalf of the Friends of VA Medical Care and Health Research (FOVA),
a coalition of over 80 organizations dedicated to ensuring that America’s veterans
receive the highest quality health care by promoting the long-term sustainability of
the VA Medical and Prosthetics Research Program.

On behalf of FOVA, I want to thank the members of the committee for the oppor-
tunity to present the coalition’s views on the importance of the VA research program
and the challenges the program faces in the upcoming years. In addition, I wish to
thank the Committee for its support of the VA Medical and Prosthetics Research
program, as evidenced by your recommendation of a $480 million appropriation for
VA research for fiscal year (FY) 2008. The support for this program across party
lines is indicative of its success and the common understanding of the importance
of the program for America’s veterans. FOVA encourages Congress to deliver the ap-
propriations bill funding the VA medical care and research programs to President
Bush quickly so veterans and researchers will not have to wait for access to appro-
priate resources.

The VA Medical and Prosthetics Research Program is one of the nation’s premier
research endeavors, attracting high-caliber clinicians to deliver care and conduct re-
search in VA health care facilities. The success of the VA program—which can be
seen in the array of achievements attributed to VA researchers, such as the inven-
tion of the implantable cardiac pacemaker, the creation of a new vaccine for shin-
gles, and the development of state-of-the-art prosthetics, including a new bionic
ankle—is a function of its structure, leadership, and the secured availability of re-
sources.

The VA research program is an intramural program; grantees must be VA em-
ployees with at least a five-eighths appointment to the VA. The program, therefore,
offers a dedicated funding source to attract and retain high-quality physicians and
clinical investigators to the VA health care system, who in turn provide first-class
health care to our Nation’s veterans. With this effective mechanism for attracting
top researchers, VA has been able to make significant advances in areas of research
that benefit the veteran population. VA investigators have been at the forefront of
research that impacts newly returning veterans from Operation Iraqi Freedom and
Operation Enduring Freedom, including research on post-traumatic stress disorder,
polytraumatic blast injuries, and massive burns. In addition, VA has taken the lead
on issues affecting the aging population of veterans who continue to constitute the
largest portion of veterans seeking treatment in the VA system. Investigators in the
VA research program have contributed to significant advances in pain management,
substance abuse treatment, mental health disorders, respiratory medicine, diabetes,
and Alzheimer’s disease.

FOVA would like to stress the importance and value of the VA program’s peer
review system in articulating the agency’s research portfolio. Congress may encour-
age VA to consider new research areas; however, it is vital to the integrity of the
program that scientific merit remains the predominant criteria for funding. Peer re-
view of proposals ensures that VA’s limited resources support the most meritorious
research. Additionally, centralized VA administration provides coordination of VA’s
national research priorities, aids in moving new discoveries into clinical practice,
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and instills confidence in overall oversight of VA research, including human subject
protections, while preventing costly duplication of effort and infrastructure.

While VA has been effective in 1ts mission to provide the best possible care to the
nation’s veterans, veterans from the current wars in Iraq and Afghanistan are re-
turning with injuries and conditions that will require treatment over many years.
Additionally, veterans are returning with injuries never before experienced in such
severity, which require additional research, and in turn, additional resources. FOVA
greatly appreciates this Committee’s support for the program in FY 2008; however,
the $480 million appropriation only provides a starting point when consideration is
given to long-term inflationary pressures.

To fund new research while still supporting traditional research areas that benefit
the majority of veteran patients, FOVA encourages Congress to support significant
increases to the program over the next three years. Additional funding can support
research into such issues as traumatic brain injury (TBI), mental health treatment
of veterans, and the effects of limb loss on other co-morbid conditions. Research is
needed to understand the physical and psychological effects of TBI injuries and
long-term funding is required to conduct post-deployment surveillance for TBI. Re-
search into the potential long-term effects of exposures and risk factors among vet-
erans of hazardous deployments can offer potential treatments for returning vet-
erans while leading to the development of preventative medicine for future deploy-
ments. Advances in VA’s rehabilitative research portfolio can improve treatment for
paralysis and lead to greater limb function in injured veterans.

Additional funds could also restore previous funding levels for scientific awards.
Due to previous years of inadequate funding, VA capped scientific awards at
$125,000 annually. This level of grant support—which is barely enough to hire one
laboratory technician and purchase necessary supplies—is significantly lower than
the average grant awarded by other federal granting agencies. The amount dimin-
ishes productivity, slows the translation of research from the bench to the bedside,
and hinders recruitment to the VA program.

Moreover, while the promise of medical research lies in the potential to create
new treatments and cures for diseases and injuries, these efforts are not achieved
by one grant or project. Research is a long-term ambition that cannot be fully suc-
cessful in one funding cycle but must be sustained if treatments are to be discov-
ered. FOVA encourages the Committee to consider the long-term needs of VA inves-
tigators when promoting future funding allocations for the program. As most VA re-
search awards are three years in duration, the coalition encourages Congress to con-
sider a planned growth for the VA research budget over the course of the next three
years to continue the upward trajectory of the program in an orderly fashion.

However, even with sustained growth, VA will be ineffectual in advancing new
treatments if it does not have the appropriate infrastructure in place. For years, VA
has been aware of the inadequacies of its research infrastructure. An internal re-
view of the infrastructure of VA laboratories was implemented in 2001 when I was
at Central Office. The Research Evaluation Project assessed the state of the re-
search infrastructure by surveying sites on the quality of the physical infrastruc-
ture, the organization structure in place to support research, and the availability
of biomedical equipment. Based on that evaluation and the list of necessary im-
provements subsequently compiled, your predecessors and I reached an under-
standing that a dedicated funding allocation of $40 million a year was required to
maintain VA research facilities. In May 2004, then Secretary of Veterans Affairs
Anthony J. Principi approved the Capital Asset Realignment for Enhanced Services
(CARES) Commission report that called for enhancement of VA research space, and
this Committee and appropriators have called on VA to update these studies.

Under the current system for funding infrastructure improvements, research must
compete in the minor construction budget with other facility needs. This system has
led to an even greater accumulation of necessary research facility upgrades includ-
ing improved ventilation, electrical supply, plumbing, and space configuration.
FOVA applauds the Committee for recommending a $15 million minor construction
funding stream for research facilities in its views and estimates for the FY 2008
budget. This step certainly brings needed attention to this matter. FOVA rec-
ommends at least a $45 million allocation for research facilities improvements under
the minor construction account. Considering the significant needs recognized in
200][}1, this level of funding would just begin to address the agency’s infrastructure
problems.

While VA can take advantage of its relationships with affiliated medical schools
and non-profit foundations to garner additional funding for infrastructure improve-
ments, these funds are limited and VA must assume responsibility for the cost of
its own research facilities. Based on preliminary accounts of yet another survey as-
sessing VA research facilities, FOVA is under the impression that at least half of
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the facilities received failing grades, which signifies that dedicated minor construc-
tion funding is vital to sustainability of the program.

There are a number of examples of the poor state of research laboratories in the
VA system. When an animal facility is too small, investigators bring the animals
into their regular laboratories, exposing themselves and staff to occupational ill-
nesses. Occupational Safety and Health Administration (OSHA) inspectors have ex-
pressed concerns about VA research facilities and, in one case, said that if it was
up to OSHA, the building would be shut down. Meanwhile, a researcher in Seattle,
Washington, received a grant that required storing tissue samples in sub-zero freez-
ers. Space was allocated, but the facility was unable to provide $30,000 to upgrade
the electrical system to support the freezers. VA researchers in Gainesville were un-
able to conduct certain types of research because their “wet lab” countertops are
made of particleboard and Formica, rather than the standard stone, and are easily
burned and stained from exposure to heat and chemicals.

Substandard facilities make VA a less attractive partner in research collabora-
tions with affiliated universities, reduce VA’s ability to leverage the research and
development appropriation with other federal and private sector funding, and make
it difficult to attract cutting edge researchers to pursue careers in VA. Facility R&D
Committees regularly disapprove projects for funding consideration because the fa-
cility does not have the necessary infrastructure and has little prospect of acquiring
it. Upgrading facilities should proceed hand-in-hand with increasing funding for the
VA research program to yield successful outcomes important to veterans and all pa-
tients.

Again, thank you for the opportunity to present FOVA’s views on the VA research
program. I look forward to your questions.

————

Prepared Statement of Major David Rozelle,
Administrative Officer, Military Advanced Training Center,
Walter Reed Army Medical Center
Department of the Army, U.S. Department of Defense

Chairman Michaud, Congressman Miller, and distinguished Members of the sub-
committee, thank you for inviting me to participate in this hearing alongside my col-
leagues from the Department of Veterans Affairs (VA). I am Major David Rozelle,
an Armor Officer and Administrative Officer of the Military Advanced Training Cen-
ter at Walter Reed Army Medical Center. I am excited to talk with you today about
the use of advanced technology at the MATC and at the Center For the Intrepid
(CFI) at Brooke Army Medical Center in San Antonio, Texas. The openings of the
CFI on the 29th of January 2007 and the MATC on September 13, 2007, were note-
worthy events that demonstrated the tremendous support of the American people
for our wounded warriors. These facilities are also representative of the significant
advances that are being made in the care provided to our courageous service-
members. Although the two centers mirror each other in capabilities, the CFI is
monumental in appearance while the MATC is strictly utilitarian. The MATC, how-
ever, will eventually move its capabilities to a more permanent home once Walter
Reed closes.

One patient recently described the interior of the MATC as “where the magic hap-
pens.” It is a mix of technology and philosophy that allows our warriors to return
to a lifetime of the highest physical, psychological and emotional function. Each
servicemember is treated as a “tactical athlete”—the MATC brings the latest ad-
vances in sports medicine to bear on their treatment. Within the walls of the MATC
there is a multidisciplinary health professional team that works together to
seamlessly bring the patient from recently wounded status to a return to warrior
status. This team includes representatives from the Veterans Benefits Administra-
tion, VA Social Workers, and VA Vocation Education and Rehabilitation counselors.
While the team includes those thought to be part of the traditional rehabilitation
team—the physical therapists, occupational therapists, physiatrists, and nurse case
managers—it also includes psychological liaison providers, biomechanists, the pa-
tients, the patients’ family members, and others.

The facilities boast many “state-of-the-world” or “state-of-the-art” capabilities:

e The fire arms training simulation room utilizes Blue Tooth technology to rep-
licate the weight, feel and response of actual weapons, the M16 and M14 rifles
and the 9mm pistol. This allows the servicemember to regain confidence in their
ability to carry out the roles of a combat Soldier. It is also utilized to clear indi-
viduals prior to their participation in some of the outdoor recreational activities
like skeet shooting and hunting.
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¢ The gait labs are among the largest and most sophisticated in the world. With
a 23 camera capture system, a dual force plate treadmill, and force plates of
different sizes arranged in an array in the floor, the gait lab is able to analyze
the gait patterns of our clients while they utilize a variety of prosthetic compo-
nents and apply the results to both prosthetic adjustments and to physical ther-
apy and occupational therapy treatment plans.

e The Computer Assisted Rehabilitation Environment or CAREN System is an-
other “state-of-the-art” technology that provides tremendous potential for our
clients. Imagine a helicopter simulator and replace the helicopter with a plat-
form and an imbedded treadmill with dual force plates under the treadmill.
Now link this through a computer system to a screen that projects an image
which is linked to your actions as you move on the platform. We can have you
walking up and down a hilly trail with the platform shifting to mirror the
changes on the screen, if you speed up the system detects it and speeds up both
the projection and the treadmill, if you slow down the system responds accord-
ingly. It can generate a city street scenario, beginning with walking down a
quiet street, then adding in stressors, additional people, cars backfiring, trash
on the side of the road, pedestrian tunnels, and allow our psych staff to work
with you as you approach these stressors. This is a new and exciting technology
that is applicable not only to our patients with limb loss, but also those with
traumatic brain injury or combat stress.

« The facility offers a variety of opportunities to work on advanced skills that are
applicable to both leisure activity and military skills. This includes both a
climbing wall and a treadwall—the climbing wall adds the challenge of func-
tioning at height while the treadwall challenges the patient cardiovascularly.

¢ The SoloStep is an overhead support system that permits the patients to be
supported as they progress from walking to running. The MATC offers the only
Solostep system in the world that goes in a continual loop. Rather than a 20
foot straight run where the patient has to continually stop and turn around,
ours goes around the entire length of our track. This support system frees the
therapist from having to hold the patient as they ambulate and allows the ther-
apist to watch the patient and make immediate corrections to their gait.

e Elevating parallel bars were developed specifically for the military amputee pa-
tient population. The Army Medical Department has the only three sets in the
world. This allows the patients to train for community obstacles which they will
frequently encounter such as sloping streets, sidewalks, or ramps. These also
will play a significant role in research efforts to provide our warriors with more
functional prosthetic devices.

¢ A vehicle simulator is available to provide the initial training with hand con-
trols. We collaborate with the VA, who will provide the follow on training out
on the street in actual vehicles. One of our staff members, a VA employee, has
developed software programs for the simulator to specifically address driving
issues related to deployment. Known as combat driving, it includes such prac-
tices as rolling stops and wide lane changes to avoid obstacles in the road.
While these are potentially life saving measures in theater, they may be ex-
tremely dangerous if practiced stateside. By working on modifying these behav-
iors on the simulator we are able to better prepare our patients for a return
to driving.

A very active community reintegration program has been developed which in-
cludes a variety of activities from field trips to a museum or a mall or a wide range
of sports activities to include skiing, kayaking, scuba, cycling, mountain climbing,
and surfing. This was a lesson learned during the Viet Nam war as the military
worked to help patients return to the civilian community. The success of that pro-
gram has kept it an integral part of the military amputee rehabilitation process. An-
other program that has been very successful is our running program, training our
clients for a range of distance races, biathlons, and triathlons.

As mentioned earlier, much of our success is due not to the technology advances,
but to the philosophy and approach to patient care. Again, during the Viet Nam war
it was identified that having the patients work in larger cohort groups appeared to
have greater benefit than working independently, close to home. Many veterans
with limb loss from previous wars have volunteered to be peer visitors for our pa-
tients. This ability to see the future, whether it is seeing a recently injured warrior
who is one or two months ahead of you, or seeing the more distant future provided
by th(z_l peer visitors, provides a sense of purpose and focus for our patients to strive
toward.

Technology has played a significant role in prosthetic restoration. New methods
of measurement have resulted in more efficient methods of measuring the service-
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member’s amputated limb with better precision, efficiency, and quality. These meth-
ods include Computer Aided Design Computer Aided Manufacturing (CADCAM), op-
tical digitizing and stereo lithography where CT Scans are digitized and used to
print an accurate 3 dimensional model of the residual limb including any existing
heterotopic ossification. Additionally, the treatment for servicemembers in the Glob-
al War on Terror has resulted in current technology being utilized in new ways. The
U.S. Armed Forces Amputee Patient Care Program at WRAMC was the first in the
world to utilize the micro-processor prosthetic knee as an early rehabilitation knee
unit, providing newly injured servicemembers increased stability, safety and con-
fidence in the use of a prosthetic limb.

The Program pioneered and implemented the use of the Military Ambulatory Di-
agnostic Prosthesis philosophy for the lower limb amputee. Under this philosophy,
the prosthetic sockets are rapidly produced with extremely durable temporary mate-
rials and coupled with the most technologically advanced components. The patients
receive multiple and frequent sockets to accommodate the volume and shape
changes common during the early post-operative phases.

Similarly, with upper extremity limb loss, the concept of Early Post-Operative
Prosthesis was resurrected and coupled for the first time with a policy of utilizing
external powered prosthetic components. The use of myo-electric prosthetic compo-
nents instead of body powered components places much less stress on the residual
limb and permits the patient to begin to train much earlier in the rehabilitation
process. The ability to rapidly manufacture and change sockets to accommodate
upper extremity residual limb changes has permitted our patients to continue to use
a prosthesis throughout the early stages of rehabilitation and makes them much
less likely than their civilian counterparts to reject prosthetic use.

The innovative use of current state of the art technology has attracted many man-
ufacturers to the program. These manufacturers are seeking to provide new tech-
nology to the program prior to release to the general population. The early release
of this technology allows the military prosthetists to obtain critical knowledge of the
technology and provide expert feedback to the manufacturer.

The current emphasis on care of the military amputee patient has stimulated the
application of a wide range of advanced technologies into the development of en-
hanced prostheses, which can much more closely simulate the human body.

Collaboration between the DoD and the VA is ongoing and has already led to sev-
eral significant successful projects. Among these is the development of the VA/DoD
Clinical Practice Guidelines (CPQG) for Care of the Amputee. This CPG sets in place
the clinical pathway for both pre and post amputation patient care. Additionally, the
establishment of a VA/DoD Clinical Rotations Program allows for rehabilitation
practitioners (physical therapist, occupational therapist and prosthetist) all from the
same Veteran Integrated Service Network (VISN) to train as a team simultaneously
with counterparts at MATC and the CFI. This unique program bridges the span be-
tween the VA and DoD practitioners and provides an understanding of operations
at the varying installations which ultimately leads to better care of the injured
servicemember.

With the financial support of Congress, we have been able to develop a research
program that has already provided some exciting developments and, with the ad-
vanced care centers, promises to significantly change how we provide warrior care
in the future.

Over 82% of amputations in the U.S. occur as the result from complications of dia-
betes and dysvacular disease, with a greater prevalence rate of individuals over the
age of 65. Data obtained from OEF and OIF reveal a much different patient popu-
lation. As of September 2007, there have been over 700 servicemembers, who have
sustained a major limb amputation in support of GWOT. Twenty-three percent
(23%) of these individuals have lost an upper limb and over 20% have lost more
than one limb. Nearly 90% of these servicemembers have been under the age of 35
and as a result have unique psychosocial needs and generally seek to return to a
more active lifestyle than older individuals. Additionally the majority of combat re-
lated amputations do not occur in isolation. Over 50% have had a documented trau-
matic brain injury (TBI), some with vision and/or hearing loss, many have signifi-
cant remote fractures and significant soft tissue wounds, others with co-morbid pa-
ralysis from peripheral nerve injury or central cord injury and nearly all with con-
taminated wounds requiring frequent surgical washouts and extensive antibiotic
use. These complex medical, surgical and rehabilitation challenges require a unique
approach to treatment and warrant dedicated research programs to optimize care.

The advanced training centers have proven to be an ideal setting for training in
advanced techniques related to amputee care and prosthetics. In addition to the VA/
DoD Clinical Rotation Program, we have held a number of courses attended by mili-
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tary therapists and Veterans Affairs therapists and prosthetists from around the
country.

The combination of advanced technologies, innovative clinical practices, caring
providers and an amazing group of warriors in transition with the strength and
courage to seek the high ground and continually move forward has led to revolu-
tionary changes in our understanding of the capabilities of individuals with limb
loss.

I thank you for inviting me to talk with you today about the capabilities and the
magic of the Military Advanced Training Center at Walter Reed and the Center for
the Intrepid in San Antonio. Your continued support for our wounded, ill, and in-
jured is very much appreciated by the Soldiers and staff at Walter Reed and
throughout the Army.

———

Prepared Statement of Mark J. Lema, M.D., Ph.D.

Chair, Department of Anesthesiology, Critical Care and Pain Medicine
Roswell Park Cancer Institute, Buffalo, NY, Professor and Chair,
Department of Anesthesiology, University of Buffalo, State University of
New York, School of Medicine and Biomedical Sciences, and
President, American Society of Anesthesiologists,
on behalf of Pain Care Coalition

Mr. Chairman and members of the Subcommittee, my name is Mark J. Lema,
M.D., Ph.D. I am Chair of the Department of Anesthesiology, Critical Care and Pain
Medicine at the Roswell Park Cancer Institute in Buffalo, New York, and Professor
and Chair of the Department of Anesthesiology at the University of Buffalo, State
University of New York, School of Medicine and Biomedical Sciences. I also serve
as the current President of the American Society of Anesthesiologists.

I am pleased to testify today on behalf of the Pain Care Coalition, a national advo-
cacy effort of the American Academy of Pain Medicine, American Pain Society,
American Headache Society and American Society of Anesthesiologists. Collectively,
these organizations represent more than 50,000 physicians and other clinicians, re-
searchers, and educators who provide clinical leadership in the increasingly special-
ized field of pain management. Some of these individuals work either full or part
time in the VA health system, and many others are involved in collaborative rela-
tionships with research and clinical care programs throughout the VA system.

We appreciate the opportunity to appear today and present our views on the state
of pain research at the VA. As professionals in the pain care field, nothing we do
is more important than assuring that those who serve our country in times of war
get the very best pain care possible during all stages of their service, and in all set-
tings of the military and veteran health and medical systems. These settings range
from the battlefield to the clinics, hospitals, rehabilitation centers and long term
care facilities of the VA. As a complement to these clinical care responsibilities,
those of us in pain medicine have a continuing interest and responsibility in pain
care research within the VA’s Medical and Prosthetic Research Program, as well as
other public and private research efforts with which the VA collaborates.

THE SCOPE OF THE PAIN PROBLEM

Pain is a very large public health problem in this country. It is the most common
reason people access the medical care system, a major cause of lost productivity in
the workplace, and a substantial contributor to short and long term disability. It
affects Americans at all stages of life and in all walks of life. For example, 26 mil-
lion Americans of working age have frequent back pain, and chronic back pain is
the leading cause of disability for those under 45 years of age. Twenty-five million
suffer from migraine headaches. Four million, mostly women, suffer from a complex
pain syndrome known as fibromyalgia. Forty million have arthritis pain.

Pain imposes a terrible burden on those who suffer and on their families, and it
imposes large costs on the health care and disability income systems. Medical costs
and lost productivity alone are estimated to top $100 billion annually. Pain is often
poorly understood by those who suffer and by those around them. It is often
undiagnosed or misdiagnosed, and under-treated or mistreated. Sometimes pain is
the symptom of other diseases as in the case of cancer, arthritis, heart disease, and
diabetes. Other times, pain is the disease itself as with migraine, chronic back pain
and various diseases associated with damage to the nervous system, such as post-
herpetic neuralgia, diabetic neuropathy, or injuries to the nervous system such as
commonly occur in combat, including phantom limb pain, post-injury or post-surgery
neuralgias, and traumatic brain injury.
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The most recent complete study of soldiers enrolled in VA Polytrauma Centers
show that more than 90% have chronic pain, that most have pain from more than
one part of the body, and that pain is the most common symptom in returning sol-
diers. Advances in neuroscience, such as neuroimaging, now demonstrate that
unrelieved pain, regardless of its initial cause, can be an aggressive disease that
damages the nervous system, causing permanent pathological changes in sensory
neurons and in the tissues of the spinal cord and brain.

Pain can be acute and effectively treated by short term interventions, or it can
be chronic, often without effective “cures” and sometimes without consistent and ef-
fective means of alleviation. Those who suffer severe chronic pain see their daily
lives disrupted—sometimes forever. Their pain and their constant search for relief
affects their function, their relationships with those they love, their ability to do
their work effectively, and often their self esteem. Chronic pain is often accompanied
b}(ri or leads to sleep disorders, emotional distress, anxiety, depression, and even sui-
cide.

If these facts are true in the general population, which we know them to be, then
they are doubly true in the military and veteran populations. The physical and emo-
tional stresses of military service make inevitable the disproportionate incidence of
both acute and chronic pain among active duty personnel. If miners, movers and
construction workers suffer low back pain from heavy lifting, imagine the toll on the
spine of those in active duty combat situations. If truckers develop back pain from
long hauls, imagine the toll of armored vehicles going long distances on poor or non-
existent roads. If the stresses of daily civilian life serve as triggers for those suf-
fering severe migraine, imagine the impact of battlefield conditions.

The incidence of acute pain among those injured in current conflicts will be vir-
tually 100%, and for far too many, the original short term trauma will be followed
by chronic pain of significant dimension and duration. For example, virtually all of
those suffering the loss of one or more limbs in combat will suffer from phantom
limb pain. While this can be managed with varying degrees of effectiveness, there
is no known “cure.” Virtually all veterans fitted with prostheses will suffer some de-
gree of pain at the device/body “interface.” Again, this can be managed to some de-
gree, but it is rarely eliminated.

Far less visible, but even more prevalent, is the extensive damage to the central
and peripheral nervous systems resulting from the horrific explosive devices de-
ployed in the current conflicts. Unlike broken bones, flesh wounds and burns, many
of which will eventually heal after aggressive treatment, extensive nerve damage
may only be manageable, not curable, given the current state of science and clinical
practice. Most returning veterans with extensive nerve damage will be chronic pain
sufferers and will require long term pain management, with varying prognoses for
success. Ironically, the proportion of these chronic pain sufferers among returning
wounded servicemen and women will be far greater in the current conflicts than in
previous wars because of the remarkable successes of military medicine which now
keep so many of the very severely injured alive.

PCC’S INVOLVEMENT IN PAIN MANAGEMENT FOR VETERANS

On the battlefield and upon returning home from service, critically wounded men
and women must receive the best, most advanced pain management interventions
available. Members of the Pain Care Coalition have made significant contributions
toward efforts to alleviate the suffering of our brave soldiers.

For example, Lt. Col. Chester “Trip” Buckenmaier III, an Army anesthesiologist
and member of the American Society of Anesthesiologists, has been at the forefront
of providing revolutionary pain care to wounded veterans. During a deployment to
Iraq several years ago, Dr. Buckenmaier used portable infusion pumps to alleviate
the pain of soldiers with grave injuries to their arms and legs. In a recent Wall
Street Journal article, Dr. Buckenmaier described a situation in which a soldier
changed his evaluation of his pain from 10 on a 10 point scale—“the worst pain
imaginable”—to zero, after being treated with a portable infusion pump.

This example underscores the life-saving, life-changing pain management tech-
niques increasingly used in military medicine. In fact, during an October 2005 hear-
ing of the House Committee on Armed Services, Deputy Surgeon General Joseph G.
Webb, Jr., highlighted the advances of pain medicine benefiting our soldiers. He
said, “Wounded soldiers in Iraq and Afghanistan benefit from receiving some of the
most advanced technologies and techniques in medicine today . . . The benefits of
advanced pain management, during and after surgery, are improved postoperative
outcomes and the potential to eliminate chronic pain, particularly in amputees.”

Dr. Buckenmaier’s story and Major General Webb’s testimony illustrate the poten-
tial and the challenge of deploying innovative and advanced pain management tech-
niques to treat our veterans.
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THE VA’S CURRENT PAIN RESEARCH EFFORT

Perhaps more than any other federal agency, the VA has been a leader in focusing
institutional resources on the assessment and treatment of pain. Under a “National
Pain Management Strategy” initiated in November 1998 (“Strategy”), and pursuant
to VHA Directive 2003-021, the Veterans Health Administration has made pain
management a national priority. Among the specific objectives of the Strategy are:

* providing a system-wide standard of care to reduce suffering from “preventable”
pain;

ensuring consistency in the assessment of pain;

ensuring prompt and appropriate treatment for pain;

promoting an inter-disciplinary approach to pain management; and

providing adequate training to and resources for clinicians in VA healthcare to
achieve these objectives.

The Pain Care Coalition applauds the Strategy and generally supports its specific
goals and objectives. At the same time, the Coalition has significant concerns with
the current VA effort:

¢ Directive 2003-021 is only a five-year plan. It is scheduled to expire in May of
2008;

¢ there has been, to the Coalition’s knowledge, no comprehensive assessment of
the Strategy’s strengths, weaknesses and accomplishments; and

¢ reports from the field suggest that implementation has been far from consistent.
Some VA facilities have made great strides in improving pain care, while for
others it is more an aspirational goal than an operating reality. As a result, vet-
erans get widely different treatment for pain depending on the expertise and
resources of the particular VA facility at which they receive their care.

Significantly, and directly germane to the Subcommittee’s current inquiry, the
Pain Care Coalition believes that, in order to ensure effectiveness, the VA’s
pain management Strategy must be accompanied by and integrated with a
significant research commitment to advancing the science of pain care, and
to translating developments in the science to improved clinical care
throughout the system.

The VA has had a long and continuing research interest in the phenomenon of
phantom limb pain, with current work focused at the molecular level. It also has
current research efforts in neural repair, which might someday lead to improve-
ments in therapy for those veterans currently returning with significant damage to
the nervous system. And it recently completed a successful study of the effectiveness
of a shingles vaccine in older veterans which validated research findings elsewhere,
and will improve care in the general population. Other important pain research ini-
tiatives are scattered amongst NIH research institutes.

In 2006, through an initial grant funded privately, the VA brought together re-
search investigators with interests in pain as part of a VA sponsored conference on
pain and palliative care. That meeting identified several research interest groups in-
cluding post-deployment pain, primary care pain programs, and opioid analgesics.
These groups generated a number of new research projects, several of which have
earned Merit Award funding through the peer-review process of the VA’s Office of
Research Development (“ORD”). Work from these groups also spawned important
articles in major journals and a special issue of the Journal of Rehabilitation Re-
search and Development devoted to pain research. Based on this success, the VA’s
ORD funded a second meeting of pain researchers just held in September of 2007.
At this meeting, researchers identified other important projects which demonstrated
the breadth and depth of research that is possible if a focused effort is made to orga-
nize and promote a VA research agenda dedicated to the basic and clinical sciences
of pain medicine. I look forward to making the results of this most recent meeting
available to the Subcommittee in the near future.

It is imperative that pain research be placed high on the list of current VA re-
search priorities. Alarmingly, the VA’s justification accompanying the Administra-
tion’s proposed FY 2008 budget for the Medical and Prosthetic Research Program
barely mentions pain. The Coalition is aware of no VA data to show what proportion
of the research budget is devoted to pain, but we suspect it is a very small percent-
age.

The VA has identified four research priorities related to the current conflicts:

polytrauma;
neurotrauma;

burns; and

chronic illness generally.
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Three others are considered continuing priorities relevant to these and all pre-
ceding conflicts:

¢ prosthetics;
¢ PTSD; and
¢ vocational rehabilitation.

Pain is central to each of these seven priorities, and effective pain man-
agement is crucial to the restoration of a reasonable quality of life for all
of these conditions, but there is little indication that pain research has
been integrated with other research efforts in these seven areas, or coordi-
nated across these and other research programs.

Unfortunately, pain is not an area where the VA’s leveraged research approach
can rely on leadership from research partners at the NIH or in private industry.
For example, despite the documentation that chronic pain is one of the most costly
of all health problems to the U.S. economy, a recently conducted review of the NITH
pain research portfolio showed that only 1% of NIH’s annual research funding is de-
voted to projects with a primary focus on pain. If projects where pain is a secondary
concern are added, it only rises to 2%. There is no Institute or Center at NIH to
provide a central home for pain research, and efforts to coordinate pain research
across the various institutes and centers are in the very early stages of develop-
ment.

While private industry has significantly advanced drug and device therapies for
particular types of pain or classes of pain patients, industry alone can not be ex-
pected to carry the load of long term basic science research needed to better under-
stand the mechanisms of pain, and in particular how chronic pain syndromes de-
velop despite successful treatment of the original trauma.

RECOMMENDATIONS OF THE PAIN CARE COALITION

The Pain Care Coalition believes the VA’s pain research effort can and must be
significantly enhanced. We urge the Subcommittee to develop targeted legislation
with several basic components.

First, the Congress should require the VA to establish within the Medical and
Prosthetic Research program at VA headquarters a focused program of research and
training directed at acute and chronic pain. That program should identify research
priorities in pain most relevant to veterans returning from the current conflicts, and
should promote and coordinate basic and applied research on these priorities both
within the VA, and with its research partners. The same centralized pain research
program should boost education and training of VA personnel to ensure that re-
search advances are rapidly disseminated throughout the VA care system.

Second, Congress should authorize and the VA should designate an appropriate
number of cooperative centers throughout the country for research and education on
pain. Each such center should take the lead on a priority area of basic science re-
search on pain, or an aspect of acute or chronic pain most relevant to veterans re-
turning from the current conflicts. At least one of the centers should be designated
as the lead center for research on pain attributable to central and peripheral nerv-
ous system damage, and one such center shall be designated as the lead center to
coordinate the work of all the centers.

Third, Congress should authorize these newly created pain research centers to
compete on an equal basis with other priority research areas (TBI, PTSD,
polytrauma, prosthetics and others) for funds appropriated each year to the Depart-
ment’s overall medical and prosthetic research budget.

CONCLUSION

Mr. Chairman and members of the Subcommittee, pain is often characterized as
an invisible disease—we can not see it, and unlike such diseases as cancer, diabetes,
and heart disease, there are no affordable and widely available lab or imaging tests
to confirm its presence and quantify its severity. But that’s no excuse for letting re-
search efforts lag behind those of other priorities. The Pain Care Coalition is com-
mitted to advancing the practice of pain management. We strongly support new and
increased efforts within the VA’s research, education and clinical care programs to
ensure that our brave men and women returning from combat receive the best pain
care possible. The Coalition, along with each of the organization’s it represents,
stands ready to work with the Subcommittee and the VA toward that end.

——
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Prepared Statement of Thomas Zampieri, Ph.D.,
Director of Government Relations, Blinded Veterans Association

INTRODUCTION

Chairman Michaud, Ranking Member Miller, and Members of the House Veterans
Affairs Subcommittee on Health, on behalf of the Blinded Veterans Association
(BVA), thank you for this opportunity to submit our testimony on VA Research Pro-
grams. BVA is the only congressionally chartered Veterans Service Organization ex-
clusively dedicated to serving the needs of our Nation’s blinded veterans and their
families. BVA has now worked for more than 62 years with VA Blind Rehabilitation
Service in order to improve VA’s ability to provide high quality outpatient and inpa-
tient rehabilitation training for blinded veterans.

BVA appreciated the approval granted earlier this year by former Secretary Nich-
olson and Under Secretary of Health Dr. Kussman for a three-year, $40 million ex-
pansion of the full continuum of blind and low vision outpatient rehabilitation serv-
ices. With the now growing numbers of wounded entering the VA health care and
benefits system from both Operation Iraq Freedom (OIF) and Operation Enduring
Freedom (OEF), along with the large numbers of aging veterans with degenerative
eye diseases, this expansion of clinical services is vital.

As of September 25, 2007, a total of 27,767 servicemen and women had been
wounded in Iraq. The number of men and women requiring air medical evacuation
from Iraq between March 19, 2003 and September 17, 2007 was 8,298, of which
1,162, or 13 percent, had sustained combat eye trauma. The 13 percent figure rep-
resents the highest percentage of eye wounded for any of the American wars of the
past 100 years.

The staggering nature of these numbers reflects the probability that young vet-
erans will, in the very near future, depend on VA blind and low-vision services in
order to live independently in their own homes and, hopefully, enter the workforce
once they have fully recovered from their injuries. According to the Defense Vet-
erans Brain Injury Center (DVBIC), some 3,900 of the Traumatic Brain Injured per-
sonnel have sustained injuries sufficiently severe that they are experiencing
neurosensory complications. Epidemiological Traumatic Brain Injury (TBI) studies
have found that 80 percent of the these 3,900 complain of visual symptoms related
to their TBI while 62 percent have associated neurological visual disorders of
diplopia, convergence disorder, photophobia, ocular-motor dysfunction, and an in-
ability to interpret print. Some TBIs result in visual field loss with enough loss to
meet the standard for legal blindness. Like other generations of disabled veterans
who have desired to live independently, the current generation of OIF and OEF vet-
erans deserves the same opportunity.

PREVALENCE AND INCIDENCE OF BLINDNESS

Low vision or blindness affects one in 28 Americans over the age of 40, which
amounts to approximately 3.3 million Americans. This 2004 figure, when broken
down, consists of 2.3 million Americans with low vision and about one million being
legally blind. Every year, 200,000 Americans develop age-related macular degenera-
tion, which is the most common cause of blindness in people over age 65. Diabetic
retinopathy is the most frequent cause of new blindness in individuals between 40
and 65. People who move from visual impairment to blindness have a 50 percent
greater chance of becoming injured or depressed and a 2.5 to 3 times greater chance
of needing skilled nursing or a long-term care facility.

Approximately 648,000 Americans age 80 and older are blind. While only 4.3 per-
cent of the 65 and older population live in nursing homes, 16 percent of those who
are visually impaired and 40 percent of those who are legally blind reside in nursing
homes with an estimated cost of close to $11 billion in direct nonmedical costs for
seniors with visual disorders. By 2020, the number of Americans age 40 and over
with low vision or blindness is projected to reach 10.5 million, almost three times
what it was in 2004.

VA estimates that there are currently 169,000 legally blinded veterans throughout
the country, of which 47,450 are enrolled in Veterans Health Administration (VHA)
services. The number is projected to reach 55,000 within 10 years. In addition,
blindness within the total veteran population of 24 million is expected to increase
over the next two decades, just as it is increasing within the general American pop-
ulation from glaucoma, macular degeneration, diabetic retinopathy, and cataracts.

It should be clear to Members of this Committee that a new generation of OIF
and OEF blinded and impaired low vision veterans will require specialized research
programs to meet their needs. The older veterans who are now beginning to lose
their sight have equally important needs. Rehabilitation research programs for both
groups and their families must be individualized.
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ECONOMIC AND SOCIAL IMPACT

Of the $68 billion annual cost of vision impairment and eye disease as esti-
mated by the National Eye Institute, the annual financial burden to the Amer-
ican economy of blindness and low vision in adults age 40 and over—driven in
large part to advanced macular degeneration, cataracts, diabetic retinopathy,
and glaucoma—is estimated at $51.4 billion. This includes $16.2 billion in direct
medical costs, $11.2 billion to other direct costs, and $8 billion in lost wages and
productivity, as well as $16 billion in excess monetary impact due to vision loss.
The following points illustrate the potential importance of vision rehabilitation
research in reversing the negative consequences of loss of sight in our veteran
population. It is seven times more expensive to provide nursing home care for
a blind individual than for one that is trained and able to function independ-
ently at home. Falls associated with vision loss is the sixth leading cause of
nursing home admissions.

“The Employment Experience of Persons with Limitations in Physical Func-
tioning,” a University of California study published in 1999, found that even
after adjusting for age and gender differences, persons reporting functional limi-
tations are less than half as likely to be in the labor force as those with no func-
tional limitations. Part-time employment and job loss are also more common
among persons with functional limitations. Three quarters of those experiencing
a job loss reported that the loss created a major problem in their lives. Only
half of those with no limitations reported that the problem created by the loss
was a major one.

Literature reviews on employment among persons with disabilities indicate that
such persons experience lower labor force participation rates, higher unemploy-
ment rates, and higher rates of part-time employment than persons without dis-
abilities (Yelin, 1997; Bennefield & McNeil, 1989). These findings are consistent
across numerous national surveys, including the Current Population Survey
(CPS), Survey of Income and Program Participation (SIPP), the National Health
Interview Survey (NHIS), a survey of Trupin and Armstrong in 1998, and a sur-
vey of Trupin, Sebesta, Yelin, and LaPlante in 1997. Disabilities in these stud-
ies are defined as factors that limit work capacity and functional activity
(McNeil, 1993).

The National Health Interview Survey (NHIS), conducted by the National Cen-
ter for Health Statistics (NCHS) and reported in a March 2003 article, revealed
that working age individuals with visual impairments had lower employment
rates and lower mean household incomes than those without visual impair-
ments. The employment rate was 54 percent for the severely visually impaired
age 18-54 in statistics compiled in 1994-95.

The National Organization on Disability Research found that, despite improve-
ments in transportation during the past decade, inadequate or inaccessible
transportation was reported by 30 percent of the disabled. The lack of transpor-
tation made employment, social participation, and commercial activities less
likely, causing increased depression and medical costs.

In the aforementioned study, lower mean household incomes and lower employ-
ment rates were found among those with disabilities related to mobility (43.3-
percent rate of employment), agility (46.0-percent rate of employment), speaking
(41.7 percent employment), mental function or ability to learn (47.5 percent em-
ployment), hearing loss disability (62.7 percent employment).

A study by Hendricks, Schiro-Geist, and Broadbent (1997) at the University of
Illinois showed a link between disability and employment outcomes for those
who had, from 1948 to 1993, completed both a university education and reha-
bilitation services. Using a regression analysis for those disabled with a degree,
the study revealed a salary gap of 8.3 percent between disabled and nondisabled
workers. While this and similar other studies have found that the disabled with
higher education and rehabilitation earn more than the disabled without this
level of education and training, the income levels and earning capacity are still
lower in all comparisons with working age non-disabled individuals.

National Council on Disability (NCD) today October 1, 2007, on the first day
of National Disability Employment Awareness month, released a report that
presents the best practices in the public and private sectors and the promising
public policies and initiatives that increase employment opportunities for people
with disabilities. However, the employment rate of working age people with dis-
abilities remains still only half that of people without disabilities (38 percent
compared with 78 percent in 2005).
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NEUROLOGICAL IMPACT OF TBI DYSFUNCTION

Perception plays a significant role in our ability to live life. It aids in providing
information about the properties in our environment and allows us to act in relation
to those properties. In other words, our perceptions provide us with the means to
experience our environment and live within it. We perceive what is in our environ-
ment by a filtered process that occurs through our complex neurological visual sys-
tem. Although all senses play a significant role, the visual system is one of the most
important, providing more than 70 percent of our sensory awareness. With various
degrees of visual loss, we are no longer able to clearly adjust and see our environ-
ment, resulting in increased risk of injuries, loss of functional ability, and unemploy-
ment. Impairments range from an inability to successfully navigate one’s visual field
‘Eo loss of visual acuity, loss of color vision, photophobia, and difficulty in recognizing
aces.

Among the numerous ways one can acquire visual deficits, and a leading one at
that, is injury to the brain. Damaging various parts of the brain can lead to specific
visual deficits. Although some cases have reported spontaneous recovery, complete
recovery is unlikely and early intervention is critical. Currently complex TBI-visual
research is being examined in an attempt to improve the likelihood of recovery. The
training of certain areas of the brain has been found to improve vision deficits in
some disorders. Nevertheless, researchers have stressed that the extent of recovery
can be limited and will usually require long term follow-up often with specialized
adaptive devices and prescriptive equipment.

The brain is the most intricate organ in the human body. Visual pathways within
this vital organ are also very complex. Due to the interconnections between the
brain and visual system, damage to the brain can bring about various cerebral vis-
ual disorders. The visual cortex has its own specialized organization, causing the
likelihood of specific visual disorders if damaged. The occipitotemporal area is con-
nected with the “what” pathway. Thus, injury to this ventral pathway leading to the
temporal area of the brain is expected to affect the processing of shape and color.
This can make perceiving and identifying objects difficult. The occipitoparietal area
(posterior portion of head), on the other hand, relates to the “where,” or “action”
pathway. Injury to this dorsal pathway leading to the parietal lobe will increase the
likelihood of difficulties in position (depth perception) and/or spatial relationships.
In cases of injury, one will find it hard to determine an object’s location and may
also discover impaired visual navigation. It is also highly unlikely that a person
with TBI will have only one visual deficit. He/she will usually experience a combina-
tion of deficits due to the complexity of the organization between the visual pathway
and the brain. The most common cerebral visual disorder after brain injury involves
visual field loss. The loss of peripheral vision can be mild to severe enough to result
in legal blindness. It requires specific visual field testing to be correctly diagnosed
and different prescribed devices to adapt to this loss. While the DVBIC reports
about 10% as severe open head injuries, most TBI cases are closed head injuries
that can result in a variety of visual deficits from overt to subtle.

In addition to considering these complex neurological effects on the patient, BVA
would ask Members of this Subcommittee to consider the huge emotional effects of
TBI on the servicemember or veteran when deciding what level of support should
be given to research in this area. These emotional effects may be equaled or even
surpassed by those inflicted on the patient’s family. Brain injuries are known for
causing extreme distress on family members who must take on the role of caregiver
in addition to facing the many other challenges associated with this type of injury
ic)o a son, daughter, father, mother, brother, sister, or even an extended family mem-

er.

VA MEDICAL AND PROSTHETICS RESEARCH

BVA has supported investments in veteran-centered research projects within
VHA. Such projects in the past have led to an explosion of knowledge that has ad-
vanced the understanding of many different diseases and unlocked strategies for
prevention, treatment, and cures. Additional funding is needed to take advantage
of the burgeoning opportunities to improve the quality of life for our blinded and
low vision veterans and for the Nation as a whole. VA must concurrently address
the needs of its longstanding patient base as well as the evolving challenges being
presented by our newest war-wounded veterans. With increased directed vision re-
search funds, it is expected that VA will begin pursuing the following in Fiscal Year
2008: new adaptive prosthetics, aging vision diseases, and specialized vision re-
search. This funding increase should also allow for an increase in funding for Reha-
bilitation Research & Development (RR&D), now so desperately needed with the
ever-increasing numbers of combat eye injuries. BVA points to the success of new
retinal research of great importance, the continuation of RR&D initiatives in Bos-



41

ton, where investigators are working on the development of artificial retinal im-
plants for those with vision loss due to retinal trauma.

RECOMMENDATIONS

Examples of four separate categories identified by the National Alliance for Eye
and Vision Research (NAEVR) as vital vision research are listed below. NAEVR be-
lieves that such research is sufficiently significant that it be supported by Members
of Congress and utilized by both DoD and VHA.

Eye Trauma, Healing, Infection | Inflammation Control, and Rehabilitation

This research relates to acute and chronic implications of corneal and retinal eye
trauma, healing, infection/inflammation control, and associated vision rehabilitation.

¢ Treatment of eye trauma caused by a physical, chemical, or biological agent in-
sult; associated healing; and infection/inflammation control (including infections
associated with skin around the eye, the corneal surface, or within the ocular
globe, and the impact of environmental conditions that promote infection).

e Ocular surface reconstruction and treatment of corneal damage by corneal
transplantation or through corneal stem cell transplantation.

* Retinal and optic nerve regeneration (through identification of the genes in-
volved and associated gene therapy, or through other biomedical processes).

Visual Function/Visual Acuity

This research relates to the metabolic and physiological processes that relate to
visual clarity, contrast sensitivity, and spatial orientation.

¢ Impact of metabolic modulation or stress on visual acuity and contrast sensi-
tivity (i.e. effect of lowered blood glucose levels on central vision).

¢ Visual image processing (better understanding of the biological/electrochemical
interface in the vision process to improve acuity and advance “artificial vision”
and other assistive technology).

¢ Sensory dysfunction associated with TBI, such as extreme light sensitivity
(photophobia).

« Spatial orientation processing (relation of motor control and perception, espe-
cially relating to depth perception of objects in a visual field) to enhance periph-
eral vision.

¢ Next-generation refractive error correction and vision augmentation research
(i.e. LASIK, visual implants/prostheses, and associated corneal healing issues).

Vision Health Disparities

This research relates to characterization of visual disparities based upon gender,
race, or age, and determination of the underlying physiological basis to develop
treatments and therapies.

« Epidemiological studies of military populations to determine extent/physio-
logical basis of vision health disparities (i.e. greater incidence of glaucoma, cata-
racts, and diabetic retinopathy in the African American/Native American/His-
panic populations).

* Research into low vision caused by traumatic eye injury or chronic eye diseases
such as age-related macular degeneration or glaucoma.

¢ Age-related macular degeneration research (leading cause of blindness in the
United States and the leading cause of blindness in Americans age 60 and
over).

Emerging Adaptive Technology Research

¢ Optimal vision rehabilitation management after acute injury, facilitating the
advancement of evidence-based best practices for blind and low vision rehabili-
tation. This could become possible by the joint funding of RR&D and HSR&D
projects that target the development of rigorous, solid best practices guidelines
with a strong emphasis on vision loss resulting from neuro-trauma. It would
also address visual impairment concerns of minority veterans, rural veterans,
and other key target groups.

¢ Establishment of a Blind Rehabilitation Service-focused technology evaluation
and assessment center in conjunction with experienced blind agencies charged
with identifying the highest quality of vision rehabilitation through inde-
pendent, scientific testing on both devices and training. Emphasis would be on
quick, timely turn around of results so veterans can access these newly proven
adaptive technologies.
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CONCLUSIONS

Serious combat eye trauma occurring in Operation Iraq Freedom and Operation
Enduring Freedom has become the third most common injury in both of these con-
flicts. Only PTSD and TBI are now more common. We urge all members of this Sub-
committee to support H.R. 3558, the Military Eye Trauma Treatment Act of 2007.
The Act creates a Center of Excellence and Eye Trauma Registry. Already having
included the provisions for the establishment of PTSD and TBI Centers of Excel-
lence in the Wounded Warrior Act, Congress could now, with this critical legislation,
substantially improve the multidisciplinary coordination, treatment, rehabilitation,
and research of eye trauma as it relates to TBI. Visually impaired servicemembers
and veterans within both the DoD and VA systems are depending on passage of this
bill. We respectfully request that it be passed soon.

BVA supports specialized, directed research programs in the area of vision that
will benefit the aging population of blinded and visually impaired veterans. The As-
sociation also strongly supports language in the House Armed Services appropria-
tions that includes recommendations for more research for traumatic vision injuries.
Together with NAEVR’s advocacy, BVA strongly requests that “Eye and Vision Re-
search” maintain its eligibility for funding within the Congressionally Directed Med-
ical Research Program (CDMRP) in FY 2008 Department of Defense (DoD) appro-
priations. BVA also believes that such funding must be significantly increased from
the limited $4.8 million appropriated in FY 2007.

Chairman Michaud and Ranking Member Miller, BVA expresses thanks to both
of you again for this opportunity to present our testimony. The current need to in-
crease VA research is tremendous when considering the overwhelming numbers of
veterans suffering from traumatic visual injuries, traumatic brain injury dysfunc-
tion, and age-related causes of blindness. The future strength of our Nation depends
on the willingness of young men and women to serve in our military. This willing-
ness depends, in turn and at least in part, on the willingness of our government
to meet its full obligation to them as veterans.

Attachments
Clinical Update: Cataract
Wounds of War: Part One: Eye Surgeons in Iraq and Afghanistan

By Denny Smith, Senior Editor*
Eyenet Magazine
May 2006 Edition

American Academy of Ophthalmology Web Site: www.aao.org
Original URL: http://www.aao. org/aao/pubhcatlons/eyenet/200605/comprehens1ve cfm

The cost of war is often counted in fallen soldiers. But war’s survivors, both sol-
dier and civilian, may also pay a tremendous price, by enduring traumatic, dis-
figuring and life-altering injuries. Ophthalmologists, like many other physicians and
medical workers, have been tending the wounded in Afghanistan and Iraq for over
three years now. More than 17,000 American servicemen and women have been
wounded since the U.S.-led invasions began.!

“The survivors often have very bad injuries, and there’s no way to completely re-
pair many of them,” said Thomas H. Mader, MD, a retired U.S. Army colonel who
served in Iraq in 2004 and who is the primary author of a recent report in Ophthal-
mology describing ocular and adnexal injuries treated by U.S. Army ophthalmol-
ogists.2 “Occasionally you treat a patient with a relatively minor injury, which can
be repaired in 10 minutes and the prognosis is excellent. But then there are explo-
sive globe injuries, and other terribly mutilating trauma, where there is absolutely
no chance at all of salvaging the eye.” Dr. Mader is now practicing ophthalmology
at the Alaska Native Medical Center in Anchorage.

Eye and brain injuries appear to be more frequent in Afghanistan and Iraq com-
pared with previous U.S. conflicts, even though the number of deaths per injured
troops has decreased. This apparent spike in head injuries is partly a statistical illu-
sion: The body armor of troops in Iraq and Afghanistan, much improved over what
soldiers had in World War II, Korea and Vietnam, protects internal organs but not

*EDITOR’S NOTE: As the conflict in Iraq enters its fourth year, Army ophthalmologists con-
tinue treating wounded troops there and in Afghanistan. EyeNet presents the first of two reports
on the experiences of Eye M.D.s confronting combat-related ocular injuries. NEXT MONTH: Sol-
diers Journey Home for Recovery.

1 www.dior.whs.mil/mmid/casualty/castop.htm

2Mader, T. H. et al. Ophthalmology 2006; 113(1):97-104.
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faces and limbs. So, ironically, doctors now confront profoundly injured troops who
once would have died of massive thoracic or abdominal wounds before nonfatal inju-
ries to eyes and extremities got medical attention.

For Every War, a Dread Weapon

Many of the injuries logged in Iraq result from disastrously effective improvised
explosive devices (IEDs). These are simple, homemade bombs, such as artillery
shells filled with glass or rocks, that are detonated remotely as troop convoys pass
by. The sheer concussive force of IEDs is dangerous in itself, but most injuries are
related to debris propelled by the blast. “These fragments can range in size from
a grain of sand to something the size of your fist,” said Dr. Mader.

Sean M. Blaydon, MD, is a former lieutenant colonel who commanded the Army’s
first eye surgical team to be deployed in the Iraq conflict, in 2003 and 2004. “Road-
side bombs became more common as the conflict dragged on,” said Dr. Blaydon.
“Many of the injuries were devastating, including large areas of the face or both
eyes. It’s very troubling to see young kids with both eyes missing. I don’t know any-
body who didn’t get personally affected by it.” Prior to his service in Iraq, Dr.
Blaydon was director of ophthalmic plastic, orbital and reconstructive surgery and
the ocular trauma service at Brooke Army Medical Center in San Antonio. He is
now a clinical assistant professor at the University of Texas, San Antonio, and in
private practice in Austin.

A different, but just as troubling, injury profile was described by Lt. Col. Mark
F. Torres, MD, who served in Afghanistan in 2003 at Bagram Air Base, north of
Kabul. “In Afghanistan there are fewer IED-related injuries and more wounds re-
lated to land mines. This is a country with 20 years of recent war, and so there
are many, many land mines planted throughout the country. Now, thanks to better
armor, they cause fewer injuries to the thorax or abdomen. But that doesn’t save
the extremities, head and neck. And the majority of victims are children, who often
approach the mines out of curiosity, like they would a toy. These typically cause a
lot of damage to the face and limbs.” Dr. Torres is now assistant chief of ophthal-
mology at Madigan Army Medical Center in Tacoma.

Care for the Globe

Physicians witnessing modern warfare are standing at a frontier of visually ap-
palling and medically daunting trauma. But the goal for treating a battle-related
ocular wound is the same as it would be for any big-city ER trauma: Save the globe
and preserve vision.

“We always erred on the side of attempting to preserve badly damaged globes,”
said Dr. Mader. “Even when it looked like an injury was so severe that the chance
of the eye’s survival was minimal, we always brought them into the OR and tried
to do the best repair possible. There are times when an injury is so drastic that you
just cannot anatomically put the eye back together. When that happens you have
to know when to call it quits. But we always tried to salvage the eye even if the
prognosis for useful vision seemed poor.”

Dr. Blaydon concurred. “The philosophy of my team was to do as much as we
could to salvage the globe. No matter how severe the injury, if we could put the
globe together somehow, we did. We knew that in a good 50 percent of severely in-
jured eyes there was little chance that vision was going to be saved, and very likely
the eyes would eventually be enucleated. But these soldiers were badly injured, and
sedated, and not able to give consent. If they were enucleated right then, they might
later second-guess what was done. They may wonder, ‘I came in with 10 other guys
and maybe they just didn’t have time to save my eye.” We wanted them to be able,
later on, to understand how serious the injury was and how every effort was made
to save the eye. After that, psychologically, they do better if they have an
enucleation.”

Working shoulder to shoulder. The care given in the first minutes and hours
after an injury must be intensely organized even in the middle of chaos. Dr. Mader
described a typical scene. “Our team worked in Baghdad in the heavily fortified
Green Zone. We had a general ophthalmologist, an oculoplastics specialist, neuro-
surgeons and maxillofacial surgeons. We all worked together, often on the same pa-
Eents, because so many troops with eye injuries had other wounds of the face and

rain.”

Dr. Blaydon shared a similar picture. “These soldiers often had multiple injuries.
On top of a wounded eye, a guy could have had traumatic amputation below the
knee on one side, lost a foot on the other, and they’re still trying to save one arm.
Many times we had to delay our surgery because the orthopedic surgeons were try-
ing to save arms and legs.”
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When assessing a newly injured soldier, Dr. Mader hoped to be able to commu-
nicate with him or her. “Some were unconscious, suffering from horrible head
wounds. For others, it was helpful if they were still conscious, because you could
question them, assess their visual loss, ask if they could see light or moving fin-
gers.” Sometimes, grimly, the prognosis was obvious, even to the patient. “One
young fellow who had lost both eyes in a blast came in fully conscious and was talk-
ing clearly to me. He knew what had happened to him.”

Dr. Blaydon described wounds that seemed almost impossible to approach. “You
may see ruptured globes in civilian practice, but in combat trauma it could be hard
even to distinguish pieces of sclera. In everyday urban trauma, a bad rupture is
usually stellate, with sharp edges, and it’s straightforward to repair. In combat-re-
lated, high-velocity injuries, not only do you have complex cornea and sclera lacera-
tions and intraocular contents coming out, but the edges are so necrotic it’s hard
to even sew them back together.”

Neither bombs nor balm discriminated. Army ophthalmologists have been
treating soldiers and civilians in almost equal numbers. “We treated both American
and allied troops, as well as Afghan military and enemy combatants. The majority
of casualties we saw were actually Afghan civilians,” said Dr. Torres.

The same was true for Dr. Mader. “An injured person could randomly be an
American or an Iraqi, soldier or civilian. When someone was brought into the hos-
pital, we treated everybody the same, whether a civilian, a child or enemy combat-
ant.”

Clinical Update: The Wounds of War: Part Two
Soldiers Journey Home for Recovery

By Denny Smith, Senior Editor*
Eyenet Magazine
June 2006 Edition

American Academy of Ophthalmology Web Site: www.aao.org
Original URL: http:/www.aao.org/aao/publications/eyenet/200606/comprehensive.cfm

Even as the conflicts in Afghanistan and Iraq roll on, wounded servicemen and
women are returning home with injuries that may require years of medical and psy-
chological rehabilitation. Last month EyeNet featured the experiences of Thomas H.
Mader, MD, Sean M. Blaydon, MD, and Mark F. Torres, MD, each of whom served
on Army surgical teams close to combat zones. The soldiers they treated are now
filling polytrauma facilities in the United States.

Whisked Away From War

Troops wounded in Iraq or Afghanistan undergo emergent primary repairs to life-
and sight-threatening injuries often within minutes of sustaining the injury. When
stable enough, they are transported several times to various levels of care.

The first stop is Landstuhl Army Medical Center in Germany, then on to Walter
Reed Army Medical Center in Washington, D.C., or Brooke Army Medical Center
in San Antonio, and finally on to tertiary-care hospitals around the country.

These later stages of care can be the hardest part for both doctors and patients.
“It’s one thing to sew somebody up as best we could do, and it’s another thing to
provide the follow-up care,” said Dr. Mader. “That is a very, very difficult job, both
professionally and emotionally. As you can imagine, the psychological impact of a
young man losing one or both eyes has to be dealt with by both patient and physi-
cian.”

Physicians and families take a long view. The community ophthalmologist
may be seeing more such veterans, and they will need multiple levels of care for
many years, according to Glenn C. Cockerham, MD, chief of ophthalmology at the
VA Palo Alto Health Care System and clinical associate professor of ophthalmology
at Stanford University.

“When they come to us they are entering a period in which late complications,
including retinal detachments, corneal decompensation, traumatic cataracts or pos-
terior capsular opacifications, may present,” said Dr. Cockerham. “If one eye, usu-
ally on the side of the blast, is severely damaged, it is extremely important to take
special care of their better-seeing eye. But many of them have head injuries and

*At the Joint Meeting in November, Herbert P. Fechter, MD, will moderate a panel of
military ophthalmologists who will share their experiences in Afghanistan and Iraq. Photos and
videos will demonstrate the special considerations of ophthalmic war surgery and will address
a variety of combat-related injuries (Instruction Course #590).
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resulting memory problems, so we include families in the rehabilitation process to
watch over their loved one and make sure they get to appointments. Their families
are usually very supportive, having been there for them throughout.”

Collaborative care is key. Dr. Torres explained how the community ophthal-
mologist can offer veterans care. “There are a lot of joint arrangements between
military hospitals and the VA, and between the VA and civilian academic medical
centers. The average comprehensive ophthalmologist offering long-term manage-
ment of a combat-related trauma should, pretty easily, be able to consult with com-
bat-experienced ophthalmologists.”

Dr. Blaydon agreed. “The general ophthalmologists can manage these returning
vets, but they might be seeing a different trauma than they would in an emergency
room. Much of it is explosive, high-velocity, blunt trauma to the face, which means
there’s a lot of soft-tissue damage and underlying skeletal damage. Many had globe
ruptures that were severe and complex, and there are often fine, foreign bodies em-
bedded in the cornea. Even if the rupture is repaired perfectly, the patient remains
corneally blind. Many of these will go on to corneal transplant. Some of them have
bad retinal injuries from just blunt trauma.”

Courage and Candor Beyond the War

Most returning veterans are very young, between their late teens and early
twenties. Dr. Blaydon maintains a deep regard for their emotional well-being. “I am
in awe of the attitude and the motivation of these young guys. Before you address
their specific injury, it’s important to consider the psychology of the veteran. They
went over there to serve their country and to serve alongside their comrades, and
they want us to respect the fact that they were doing their job when they got their
injury. These patients need a lot of physical and emotional therapy to get back into
society.”

Americans are deeply divided over the Iraq conflict. And yet, Dr. Blaydon has ob-
served that the soldiers are coming home to a country that cares for them. “This
war is as divisive as any we’ve had in the past. The difference now is that returning
vets are receiving support from both sides of the fence. That’s an important part
of welcoming these soldiers home.”

Hope for vision preempted. Conceivably, some of these soldiers could benefit
from research into artificial retinas, research that has received significant funding
from the Department of Energy. But Dr. Blaydon said the devastating nature of
many injuries means that few of these veterans would be good artificial retina can-
didates. “The anterior visual camera, the optic nerve and visual pathway must all
be intact for an artificial retina to be considered.” These crucial structures are oblit-
erated in many vets.

Precautions slow to appear. One of the questions now haunting the military
is whether U.S. troops were provided adequate protection for battle. Since the Af-
ghanistan and Iraq conflicts began, Army ophthalmologists have repeatedly asked
for troops to be given better eyewear. While no form of protection can eliminate all
injuries, many could have been prevented or lessened in severity. In fact, Dr. Mader
writes in Ophthalmology, “Polycarbonate ballistic eyewear could have prevented
many, but not all of the ocular injuries we report.” 1

Dr. Blaydon noted that ophthalmologists had long lobbied the Army for the type
of ballistic eyewear that protects against low-velocity projectiles. The Army had de-
veloped eye armor known as Ballistic/Laser Protective Spectacles, but almost none
of the soldiers had them. “The Army, as far as we could tell, did not issue them.
Eye armor just was not part of the issue,” Dr. Blaydon said.

The Army did issue Sun, Wind and Dust Goggles, which can protect the eye
against some minor injuries. But they are cumbersome, and can often impair clear,
full peripheral vision. “Soldiers just do not like to wear them. What they do like to
wear are Wiley X ballistic goggles that fit closely to the face. But the soldiers had
to purchase these on their own. The Army soon realized how severe and frequent
the eye injuries were and began purchasing these goggles and mandating that they
be worn,” Dr. Blaydon said. Even these goggles cannot protect against the most po-
tent improvised explosive devices, but, he noted, “The incidence of injuries has since
gone down, depending on the tempo of operations.”2

From a distance. These physicians tend to deflect credit for their own heroic
service into recognition of others still working in the combat zones. “Many soldiers
would have died had it not been for the premier care they got in Baghdad. The sur-
geons there are the top-of-the-line and that care is as good as youre going to get
in a critical care hospital,” said Dr. Blaydon.

1Mader, T. H. et al. Ophthalmology 2006;113(1):97-104.
2Gawande, A. N Engl J Med 2004;351(24):2471-2475.
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Dr. Mader regards his experience with equanimity. “If there was any positive
thing about being there, I would say I worked with some of the finest young people
I've ever met in my life. Had I been wounded and brought to that 31st Combat Sup-
p}(l)rt Hospital, I would have had complete faith in the medical personnel working
there.”

Dr. Torres shared a similar sentiment. “It’s a rewarding experience in unfortunate
circumstances. You feel like you’re doing something positive, even if the world
around you is not.”

——

Prepared Statement of Carl Blake
National Legislative Director, Paralyzed Veterans of America

Mr. Chairman and members of the Subcommittee, Paralyzed Veterans of America
(PVA) would like to thank you for the opportunity to testify today on the research
programs conducted by the Department of Veterans Affairs (VA). Research is a vital
part of veterans’ health care, and an essential mission for our National health care
system. PVA is very involved in many aspects of medical and prosthetic research
because of the long-term impact that these initiatives can have on our members.

The VA health care system is a unique environment combining clinical care, edu-
cation, and research. VA currently supports approximately 3,800 researchers at 115
VA medical centers. The research program serves as an excellent recruitment tool
for young doctors as well as scientists because it gives them an opportunity to de-
velop skills as clinical researchers. According to the VA, nearly 83 percent of VA
researchers are practicing physicians. Because of this dual role, VA research often
immediately benefits patients. For example, functional electrical stimulation, a tech-
nology using controlled electrical currents to activate paralyzed muscles, is being de-
veloped at VA clinical facilities and laboratories throughout the country. This tech-
nology is now being applied to many PVA members receiving health care service
and rehabilitation therapy at spinal cord injury centers. Through this technology,
tetraplegic patients have been able to grasp objects, stand and pivot to assist trans-
fers, and control bladder function. We anticipate greater capacity for even walking
short distances.

PVA interacts a great deal with the VA’s Office of Research and Development.
Most of our attention is focused on the Rehabilitation Research and Development
(RR&D) and Health Services Research and Development Service (HSR&D). RR&D
projects involve technologies such as wheelchair development and testing, seating
systems, functional electrical stimulation (FES), audiology, prosthetics and orthotics,
and other components. HSR&D projects are multidisciplinary activities that involve
expertise in a combination of clinical fields—physicians, nurses, therapists—as well
as social sciences—psychology, sociology. It involves delivery system research and
application. This particularly involves the Quality Enhance Research Initiative
(QUERI), which includes spinal cord injury (SCI). PVA’s Research Department has
been a direct participant in the QUERI executive group as well as the SCI QUERI
since their inception.

Meanwhile, the Clinical Sciences Research and Development Service (CSR&D)
conducts clinical trials and epidemiological research on key diseases that impact vet-
erans. CSR&D research project accomplishments include key research findings
across a range of diseases and definitive evidence for clinical practice.

Through the system’s scope of primary, secondary, and tertiary care, as well as
long-term care, with multi-disciplinary academic affiliations, the VA brings valida-
tion and innovation to the delivery of the best care for today’s veterans. Perfect ex-
amples of this idea are the Parkinson’s Disease Research Education and Clinical
Centers (PADRECC) and Multiple Sclerosis (MS) Centers of Excellence. These cen-
ters represent a successful strategy to focus the Veterans Health Administration’s
(VHA) system-wide service and research expertise to address two critical care seg-
ments of the veteran population. They integrate direct health care services, edu-
cation, and research to the benefit of veterans in the system.

In testimony during the 109th Congress, PVA supported legislation that would
create Amputation and Prosthetic Rehabilitation Centers of Excellence (similar to
those for MS and Parkison’s disease). The need for these centers is amplified by the
number of veterans of Operation Iraqi Freedom (OIF) and Operation Enduring Free-
dom (OEF) who have amputations. As we stated with regards to the Parkinson’s dis-
ease and MS Centers of Excellence, the VA has the essential expertise to focus dedi-
cated services on a wide range of medical conditions. It then transfers learned ap-
proaches for specific care to the broader VA health care system. However, the Vet-
erans Health Administration (VHA) often times lacks the financial wherewithal to
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create a needed focal point or center. This legislation calls for the creation of these
focal points and the need for resources to actuate that goal. We must emphasize,
however, that additional real dollars will likely be needed to establish these centers.

Furthermore, these centers could partner with the new Amputation and Pros-
thetic clinic recently opened at Walter Reed Army Medical Center. This partnership
could enhance the long-term provision of these services to veterans as it would allow
the VA to remain on the cutting edge of amputation and prosthetic research in con-
junction with DoD. This is particularly important as the VA will likely be respon-
sible for caring for the men and women with prosthetic needs over the course of
their lives.

Additionally, VHA should be required to partner with manufacturers, dealers,
payers, and advocates to develop performance test standards for amputee and pros-
thetic devices. An example of these types of test standards is the American National
Standards Institute (ANSI) and Rehabilitation Engineering and Assistive Tech-
nology Society of North American (RESNA) Wheelchair Performance Standards.
These standards are a collaborative effort with specific impacts on wheelchair re-
search and development, consumer disclosure, and payer decisions. PVA believes
that these centers could be the spearhead for development of evidence-based per-
formance test standards for amputee and prosthetic devices. Furthermore, expertise
on these matters could be drawn from such projects as the VA’s Human Engineering
Research Laboratories (HERL), a project being conducted in collaboration with the
University of Pittsburg and supported by PVA’s Research Foundation, and focused
on mobility technologies.

PVA has a particular interest in research projects that the VA administers as it
continues to address neurotrauma and sensory loss, primarily as a result of spinal
cord injury or disease (SCI/D) or traumatic brain injury (TBI). As you are well
aware, traumatic brain injury is recognized as the signature injury of combat in
Iraq and Afghanistan. According to the VA’s estimates, TBI and various degrees of
SCI account for nearly 25 percent of the combat casualties sustained by service-
members in OIF/OEF. Despite the positive gains by advancements in body armor,
the head (and by extension the brain), as well as the cervical spine, are exposed to
significantly more trauma. This has not only lead to specific injuries related to TBI
and paralysis, but also vision loss, psychological problems, and the larger
polytrauma aspect.

As such, it is absolutely essential that continued research in the areas of TBI and
SCI continue to advance. PVA has long been a leader in the field of spinal cord re-
search. Through the PVA Research Foundation, we continue to work to find a cure
for SCI/D and alleviate the effects of similar conditions. Through the PVA Education
Foundation, we develop tools to share the broad-based knowledge for SCI/D care
with all types of health care professionals. Finally, PVA, as a partner in the Consor-
tium for Spinal Cord Medicine, promotes the use of evidence-based clinical practice
guidelines and consumer guides. PVA also supports numerous efforts in the field.
For example, at the Center for Neuroscience and Regeneration Research at Yale
University, scientists study nerve regeneration that may ultimately lead to better
treatments for SCI or possibly even a cure. This work is conducted in conjunction
with the VA.

Likewise, PVA believes more research must be conducted to evaluate the symp-
toms and treatment methods of veterans who have experienced TBI. This is essen-
tial to allow VA to deal with both the medical and mental health aspects of TBI,
including research into the long term consequences of mild TBI in OEF/OIF vet-
erans. Furthermore, TBI symptoms and treatments can be better assessed for pre-
vious generations of veterans who have experienced similar injuries.

PVA also supports a couple of specific research projects that the VA instituted
during FY 2007. The first project focuses on the special needs of service personnel
returning from Operation Iraqi Freedom (OIF) and Operation Enduring Freedom
(OEF). The project will develop new treatments and tools for clinicians to ease the
physical and psychological pain of men and women returning from the combat thea-
ters, improve access to VA healthcare services, and accelerate discoveries and appli-
cations, especially for neurotrauma, sensory loss, amputation, polytrauma, and re-
lated prosthetic needs. We appreciate that even as the VA begins to move forward
with this project, it is already collecting data to determine if the health care needs
of amputees and severely injured veterans from OIF and OEF are being met and
to identify areas where improvement is needed. These data will help focus the
project on additional areas that need to be studied.

This project directly supports the important role that research plays in the clinical
setting. Through this project clinicians can learn and apply new tools to the treat-
ment of physical and psychological conditions experienced by the men and women
returning from the Global War on Terror. Furthermore, findings from this research
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project can be shared with Department of Defense (DoD) treatment facilities, par-
ticularly Walter Reed Army Medical Center and Brook Army Medical Center, as
well as the Defense Advanced Research Projects Agency. This collaboration will be
absolutely essential as it will provide for new screening tools, clinical applications,
and long-term follow-up.

As a member of the Friends of VA Research (FOVA) coalition, we wholeheartedly
support the vision to expand the VA research program to encompass the needs of
service personnel returning from current conflicts, whether they include polytrauma,
massive burn injury, or mental health conditions. Such expansion of the program
requires new resources so that VA’s other research areas, which are equally impor-
tant to the long-term care of veterans, do not suffer.

The second special research project focuses on genomic medicine. The thrust of
this project is to link veterans’ genetic information with the VA electronic health
record. The program will ultimately allow clinicians to make better decisions for vet-
erans based on their genetic information. Furthermore, it will address patients’
rights, informed consent, privacy, and ownership of genetic material involved with
genetic tissue banking. We believe that the human genome reports of recent years
have provided a strategy to integrate clinical symptomology with genetic testing to
create a predictive model that could extend health care delivery to a truly preven-
tive service.

However, despite the expectations of this exciting field, we must reiterate that ad-
ditional new funding will be necessary. Genomic medicine cannot be advanced by
simply reshuffling funding priorities within existing VHA R&D funding. If it is
placed into a stream where it will compete with current VA projects, the sheer scope
and cost of genomic medicine will overrun all other ongoing projects. This will sim-
ply not be a cheap field to study, so the burden should be shared by the Veterans
Health Administration (VHA) and DoD. Moreover, the genomic priorities of NIH
should be marshaled with VHA.

PVA also believes that one particular change should be made that would allow
the VA to invest additional resources into its infrastructure. Currently, many VA
researchers are primary grantees from the National Institutes of Health (NIH).
However, these researchers do not receive any funding to support management and
physical plant costs of their projects. Their physical infrastructure and administra-
tive costs (also called indirect costs), which are vital to the support of the research
enterprise, are not funded by NIH to VA researchers. However, if that same VA re-
searcher carries that same grant through an academic affiliate, then NIH would
provide full indirect support. If the VA is going to attract clinician researchers, they
must provide the best environment; otherwise, they are placed at a significant com-
petitive disadvantage. Simply put, Congress must provide funding for capital im-
provement and support the VA research enterprise or NIH should be required to
pay fair indirect costs to the VA.

Finally, I must emphasize our concern about funding for the overall Medical and
Prosthetic Research program. We certainly appreciate the fact that the appropria-
tions bills passed by the House and Senate meet or exceed the $480 million that
The Independent Budget calls for in FY 2008. However, with the outcome of the ap-
propriations still hanging in limbo, and the fact that no appropriation has been pro-
vided even as the start of the new fiscal year has passed, we remain concerned
about the ongoing viability of the VA research program. It is time to put the games
aside and complete the appropriations work that these programs so vitally rely
upon.

Mr. Chairman, PVA appreciates your continued interest in maintaining a viable
research program. We look forward to working with the Subcommittee to ensure
that adequate resources are provided for Medical and Prosthetic Research. Quality
research outcomes can only lead to better patient care for veterans.

Thank you again. I would be happy to answer any questions that you might have.

———

Prepared Statement of Joy J. Ilem
Assistant National Legislative Director, Disabled American Veterans

Mr. Chairman and Members of the Subcommittee:

Thank you for inviting the Disabled American Veterans (DAV) to provide testi-
mony on Department of Veterans Affairs (VA) research programs. As an organiza-
tion of more than one million service-disabled veterans, DAV has a genuine concern
about the health and well-being of the men and women who are serving today or
who have served our country and suffered physical and mental disabilities as a re-
sult of military service.



49

VA’s research program, developed following World War II, has a rich and robust
history with a clear mission, “To discover knowledge and create innovations that ad-
vance the health and care of veterans and the nation.” The program is distinguished
by three Nobel Laureates, six Lasker Prize winners, and a number of important dis-
coveries and inventions. Today, VA’s offices of Health Services Research and Devel-
opment and Rehabilitation Research and Development are focusing on a number of
important areas including: posttraumatic stress disorder (PTSD); mental health and
substance abuse; spinal cord injury; genomic medicine; and women’s health. The
complex and unique injuries sustained by troops serving in Iraq and Afghanistan
have created the need for new research and treatment strategies focused on ad-
dressing the unique needs of the newest generation of combat disabled veterans who
have traumatic brain injury (TBI); polytrauma; spinal cord injury; burns; amputa-
tions; and hearing and vision loss. Although VA has been the leader in conducting
research on many war-related injuries in the past, it is critically important that
proper funding be made available for VA to expeditiously conduct research and ef-
fectively implement related advances in treatment for all of these devastating inju-
ries. My testimony will focus on several of these areas in more detail.

Prosthetics

Many veterans who served in Operations Enduring and Iraqi Freedom (OEF/OIF)
have sustained catastrophic or polytraumatic injuries during their military service
to include severe brain injury, spinal cord injury and traumatic amputation. Most
servicemembers begin the recovery and rehabilitation process at Walter Reed Army
Medical Center (WRAMC) or other specialty military treatment facilities. “Warrior
Rehab” as it is known is an extraordinary example of the incredible journey many
severely injured veterans travel as they are rehabilitated, fitted and trained to use
state-of-the-art prosthetics. The new rehabilitation center at WRAMC and the ex-
traordinary Center for the Intrepid (which was sponsored by DAV and our contribu-
tors), are two of the world’s most technologically advanced rehabilitation centers for
amputees. As servicemembers transition to veteran status and into VA care, we en-
courage VA to significantly increase research on amputation, prosthetics, and
orthotics to help improve health outcomes and make available the newest tech-
nologies for this unique patient population. A significant number of servicemembers
and veterans returning from OEF/OIF today are young—and aggressive rehabilita-
tion programs are helping them return to very active lifestyles. VA will be respon-
sible for the long-term health maintenance of this population for decades; therefore,
it is appropriate that VA develop research initiatives that ensure VA is the leader
in advancing new technologies and prosthetic and orthotic items, and rehabilitation
models that promote good health outcomes for veterans with amputations. Any re-
search should also include older veterans from previous generations who could ben-
efit from these studies.

Traumatic Brain Injury

Mr. Chairman, Traumatic Brain Injury (TBI) and spinal cord injury account for
almost 25% of the combat casualties sustained by our soldiers in OEF/OIF. Blast
injuries that violently shake or compress the brain within the closed skull cause
devastating and often permanent damage to the brain—and veterans with severe
TBI will likely need a lifetime of care for their injuries.

Military service personnel who sustain catastrophic physical injuries, and suffer
severe TBI, are easily recognized and the treatment regimen is well-established.
However, VA experts note that TBI can also be caused without any apparent phys-
ical injuries when a veteran is in the near vicinity of improvised explosive device
(IED) detonation. Veterans suffering a milder form of TBI may not be detected so
readily, but symptoms can include chronic headaches; irritability; disinhibition sleep
disorders; confusion; memory problems; and depression. With nearly 15,000 IEDs
now reported in Iraq alone, 1t is believed that many OEF/OIF servicemembers have
suffered mild brain injuries or concussions that have gone undiagnosed, and that
symptoms may only be detected later, when these veterans return home.

We are concerned about emerging literature that strongly suggests that even
“mild” TBI patients may have long-term mental health and other health con-
sequences. According to VA’s mental health experts, mild TBI can produce behav-
ioral manifestations that mimic PTSD or other symptoms. TBI and PTSD can also
be co-existing conditions. Much is still unknown about the long-term impact of these
injuries and the best treatment for mild/moderate TBI. The influx of OEF/OIF serv-
icemembers returning with brain injury and trauma has increased opportunities for
research into the evaluation and treatment of such injuries in newer veterans; how-
ever, we suggest that any studies undertaken by VA include older veterans of past
military conflicts who may have suffered similar injuries that thus far have gone
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undetected, undiagnosed, and untreated. Their experiences could be of enormous
value to researchers interested in the progression of these injuries on a long-term
basis. Likewise, such knowledge of historic experience could help both Department
of Defense (DoD) and VA better understand the procedures and policies needed to
improve screening, diagnosis and treatment of mild TBI in the newest generation
of combat veterans.

We are pleased that VA has designated TBI as one of its special emphasis pro-
grams, and is committed to working with DoD to provide comprehensive acute and
long-term rehabilitative care for veterans with brain injuries. We urge Congress to
remain vigilant to ensure that VA research programs are sufficiently funded and are
adapted to meet the unique needs of the newest generation of combat service per-
sonnel and veterans with TBI, while they continue to address the needs of older vet-
erans with severe physical disabilities, as well as posttraumatic stress disorder
(PTSD) and other combat-related mental health challenges.

Mental Health

Current research findings indicate that OEF/OIF combat veterans are at higher
risk for PTSD and other mental health problems caused by their experiences and
exposure in these wars.

VA reports that veterans of these current wars have sought care for a wide range
of possible medical and psychological conditions, including mental health conditions,
such as adjustment disorder, anxiety, depression, PTSD, and the effects of substance
abuse. Through July 2007, VA reported that of the 252,095 separated OEF/OIF vet-
erans who have sought VA health care since fiscal year 2002, a total of 94,921
unique patients had received a diagnosis of a possible mental health disorder. Over
45,000 of the enrolled OEF/OIF veterans had a probable diagnosis of PTSD, and al-
most 38,000 reported nondependent abuse of drugs. Also, critically, 31,000 OEF/OIF
veterans have been diagnosed with depression.

In a recent study, VA New Jersey-based researchers examined substance abuse
and mental health problems in returning veterans of the war in Iraq. Researchers
noted that although increasing attention is being paid to combat stress disorders in
veterans of the Iraq and Afghanistan conflicts, there has been little systemic focus
on substance abuse problems in this cohort. In the group studied (292 New Jersey
National Guard members who had returned from Iraq within the past 12 months)
there was a 39.4 percent prevalence of a substance abuse problem; 37.1 percent re-
ported problem drinking; and a 21.2 percent prevalence of alcohol abuse or depend-
ence. Highlights of the study included the following findings: nearly 47 percent of
veterans studied had reported a mental health and/or substance abuse problem.
Substance use problems were found to be higher among veterans with mental
health problems; access to treatment both during and after deployment was espe-
cially low for those needing substance abuse treatment (among veterans with dual
disorders—41 percent received mental health treatment but only 9 percent received
treatment for substance abuse). We urge VA to continue research into this critical
area and to identify the best treatment strategies to address substance abuse and
other mental health and readjustment issues collectively.

We urge VA to continue research that is veteran-centered and specifically focused
on rehabilitation of veterans with physical and cognitive impairments related to
military service and studies to identify and promote effective and efficient strategies
to improve the delivery of healthcare to veterans. We believe VA’s research prior-
ities should include:

¢ A study to objectively and systematically measure the expectations of OEF/OIF
veterans to help VA better serve this population. These veterans are younger,
have family and community support systems in place, and are frequently deal-
ing with complicated post-service readjustment, employment, education and
other issues. VA should conduct health services and other research to identify
services to meet their mental health needs.

¢ Studies to address access issues for this new population including tracking of
OEF/OIF veterans to learn what services they utilize. VA should also examine
barriers to care, especially those that relate to attitudes of veterans and their
families toward being treated in the VA, and any breakdown in access this may
cause.

The DoD and VA share a unique obligation to meet the health care—including
mental health care—and rehabilitation needs of veterans who are suffering from re-
adjustment difficulties and various injuries as a result of combat service. Both agen-
cies need to ensure that appropriate research is conducted and that federal mental
health programs are adapted to meet the unique needs of the newest generation of
combat service personnel and veterans, while continuing to address the needs of
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older veterans with substance abuse problems, PTSD and other combat-related re-
adjustment issues and other mental health challenges. Congress must remain vigi-
lant to ensure that research and treatment programs are authorized and sufficiently
funded.

Women Veterans

With increasing numbers of women serving in the military, and with more women
veterans seeking VA health care following military service, it is essential that the
VA be responsive to the unique demographics of this veteran population cohort. In
addition, VA must ensure that its special rehabilitation programs are tailored to
meet the unique health concerns of women who have served in combat theaters and
those who have suffered catastrophic disabilities as a result of military service.
Women’s health research is essential to achieving these objectives—specifically to
fully understand the healthcare needs of this population and to develop high quality
services and treatments.

In 2004, VHA’s Office of Research and Development held a groundbreaking con-
ference, “Toward a VA Women’s Health Research Agenda: Setting Evidence-Based
Research Priorities for Improving the Health and Care of Women Veterans.” The
participants of the conference were tasked with identifying gaps in understanding
women veterans’ health and health care, and with identifying the research priorities
and infrastructure required to fill these gaps. In April 2005, a special solicitation
was issued for intramural VA research proposals to assess health care needs of
women veterans and demands on the VA health care system in targeted areas, such
as mental health and combat stress, military sexual trauma (MST), PTSD, homeless
women veterans, and differences in era of service (e.g., Iraq vs. Gulf War service
periods). An entire issue of the Journal of General Internal Medicine was dedicated
to VA research and women’s health in March 2006. Published findings included arti-
cles on why women veterans choose VA health care; barriers to VA health care for
women veterans; the health status of women veterans; PTSD and increased use in
certain VA medical care services; and MST.

We have strongly encouraged VA, as it takes steps to advance this agenda, to
focus on research and programs that enhance VA’s understanding of women vet-
erans’ health issues and discover new ways to optimize health care delivery and im-
prove health outcomes for this special VA patient population.

Mr. Chairman, one area of particular interest to DAV is the incidental impact of
VA’s primary care model on women’s health. There has been a trend in the Veterans
Health Administration (VHA) to move away from dedicated women’s health clinics,
to general primary care, for the purpose of providing both primary and gender-spe-
cific health care to women veterans within unified clinics. According to VA, less
than half of its facilities surveyed provide care to women through mixed gender pri-
mary care teams, referring women to specialized women’s health clinics for gender-
specific care. In the mid-1990s, VA reorganized from a predominantly hospital-based
delivery care model, to an outpatient health care delivery model, focused on prevent-
ative and health maintenance care. While we believe that shift was appropriate, we
are concerned about the incidental impact of the primary care model on the quality
of health care delivered to women. VA’s 2000 conference report, “The Health Status
of Women Veterans Using Department of Veterans Affairs’ Ambulatory Care Serv-
ices,” noted that with the advent of primary care in VA, many women’s clinics were
being dismantled and that women veterans were assigned to primary care teams on
a rotating basis, without regard to gender. Findings from that report indicated that
this practice further reduced the ratio of women to men in any one practitioner’s
caseload, making it increasingly unlikely that an individual clinician would gain the
clinical exposure necessary to develop and maintain expertise in women veterans’
health. We understand that a follow-up study is currently being conducted and that
VA researchers will study the impact of the practice structure on the quality of care
for women veterans, and the fragmentation of care including unmet health care
needs of those with chronic physical and mental health conditions.

VA acknowledges that full-service women’s primary care clinics that provide com-
prehensive care, including gender-specific care, are the optimal milieu for providing
care to women veterans. Or, in cases where there are relatively low numbers of
women being treated at a given facility, it is preferable to assign all women to one
primary care team, or provider, in order to facilitate the development and mainte-
nance of provider clinical skills in women’s health. VA also notes that the health
care environment directly affects the quality of care provided to women veterans
and has a significant impact on a patient’s comfort, privacy, feeling of safety, and
sense of welcome.

According to VA researchers, although women veterans surveyed reported that
they prefer receiving primary and gender-specific health care from the same pro-
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vider or clinic, in actuality, their care is often fragmented, with different compo-
nents of care being provided by different clinicians with variable degrees of coordi-
nation and expertise in caring for women. Additionally, researchers have found a
number of barriers to delivering high quality health care to women veterans. Spe-
cifically, insufficient funding for women’s health programs; competing local or net-
work priorities; limited resources for outreach; inability to recruit specialists; lower
numbers of women veterans’ caseloads; limited availability of after-hours emergency
health services; and an insufficient number of clinicians skilled in women’s health,
have been identified as current barriers to care for women veterans.

VA Researchers made several recommendations to address these barriers, includ-
ing concentrating women’s primary care delivery to designated providers with wom-
en’s health expertise within primary care or women’s health clinics; enhancing pro-
vider skills in women’s health; providing telemedicine-based access to experts to aid
in emergency health care decisionmaking; and increasing communication and coordi-
nation of care for women veterans using fee-basis or contract care services. We urge
this Subcommittee to provide oversight and to monitor VA’s progress in this area.
We also encourage VA to continue to make women’s health a research priority and
to develop new knowledge about how to best provide for the health and care of
women veterans.

Addressing the Needs of Women Veterans Who Served in OEF/OIF

The challenge of addressing the health care needs of the growing number of
women veterans exposed to combat with and without obvious injury is daunting. In
the future, the needs will likely be significantly greater with more women seeking
access to care, increased health care utilization, and a more diverse range of medical
conditions. It is unlikely the past experience of women veterans in the VA will serve
as an accurate guide because of the unique experiences and exposures of women vet-
erans who served in OEF/OIF.

Given the increasing role of women in combat deployments, and with more than
70,000 women now having served in the OEF/OIF combat theaters, we are pleased
that the Women’s Health Science Division of VA’s National Center for PTSD (here-
inafter Center) is evaluating the health impact of combat service on women vet-
erans, including the dual burden of exposure to traumatic events in the combat the-
ater and the potential of MST. According to the Center, although there is no current
empirical data to verify MST is occurring in Iraq at a higher rate than expected,
there have been numerous reports in the popular press citing cases of sexual mis-
conduct in theater. In the Center’s Women’s Stress Disorder Treatment Team, of 49
returning female veterans, 20 (41 percent) reported MST. This is very disturbing to
DAV and we believe it warrants greater attention by VA in its research portfolio.

Additionally, the Center notes that anecdotal reports from OEF/OIF veterans sug-
gest a number of unique concerns that have a more direct impact on women than
on their male counterparts returning from combat theaters, including lack of privacy
in living conditions; sleeping and showering areas; limited gynecological healthcare
in theater; healthcare impact of women choosing to stop their menstrual cycle; and
health consequences of dehydration and chronic urinary tract infection. Findings
also suggest distinct differences occur in homecoming, including that women may
be less likely to have their military service recognized or appreciated by their com-
munities; possible differential access to VA treatment services; and increased par-
enting and financial stress that they must endure.

DAV is pleased that the Center is examining gender differences in mental health;
MST in the combat theater; gender differences and other stressors associated with
OEF/OIF service and homecoming, including treatment of PTSD in women; enhanc-
ing sensitivity toward, and knowledge of, women veterans and their healthcare
needs among VA staff, and MST among reserve components of the armed services.

We also understand a number of VA research projects are focused on evaluation
of the VA’s MST screening and treatment programs including identifying the preva-
lence of MST and the associated mental and physical health conditions (especially
among all VA users and OEF/OIF veterans), establishing the association between
MST screening and later use of MST-related treatments, and identifying key charac-
teristics of VA facilities that influence successful implementation of MST screening
and treatment practices.

Some women suffer from severe PTSD and will require intensive evidence-based
treatment. VA has conducted ground-breaking research on evidence-based treatment
for PTSD, including a recent study that established its efficacy for women. While
these developments are an important first step, they will only have an impact on
the thousands of women veterans affected when these techniques are fully deployed
throughout the VA system and easily accessible to providers and patients. This is
not currently the case, as acknowledged by the National Center representative in
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recent testimony before the President’s Commission on Care for America’s Return-
ing Wounded Warriors.

We acknowledge that VA is attempting to address the needs of women veterans
returning from combat theaters in a variety of ways, and has provided guidance for
medical facilities to evaluate the adequacy of programs and services for returning
OEF/OIF women veterans in anticipation of gender-specific health issues. However,
additional research including improvement in sharing data and health information
between DoD and VA is essential to understanding and best addressing the health
concerns of women veterans. At this time we do not fully understand the barriers
that may prevent OEF/OIF women from accessing VA care. We do know from recent
studies of OEF/OIF active duty and reserve component personnel that stigma is a
major barrier in accessing mental health services; with over 40% reporting that stig-
ma would impact their decision to seek care. We believe further research is nec-
essary that looks at the barriers that women veterans perceive or have experienced
in seeking VA health care.

VA needs to ensure priority is given to women veterans’ programs so quality
health care and specialized services are made available equally for women and men.
VA must continue to work to provide an appropriate clinical environment for treat-
ment, even where there is a disparity. Given the changing roles of women in the
military, VA must also be prepared to anticipate the specialized needs of women
veterans who were sexually assaulted in military service and/or catastrophically
wounded in combat theaters. Although it is anticipated that many of the health
problems of male and female veterans returning from combat operations will be
similar, VA facilities must address the health issues that pose special challenges for
women. DAV has recommended that VA focus its women’s health research on find-
ing the health care delivery model that demonstrates the best clinical outcomes for
women veterans. Likewise, VA should develop a strategic plan, in conjunction with
DoD, to collect critical information about the health status and continuing care
needs of women veterans with a focus on evidence-based practices to identify other
strategic priorities for a woman’s health research agenda.

DAV makes the following research recommendations to better serve women vet-
erans returning from combat theaters.

¢ VA should conduct research involving recently discharged active duty women
and recently demobilized female Reserve component members to assess the bar-
riers that they perceive, or have experienced, to seeking health care through
VA. Research should include assessments of the effect of stigma, driving dis-
tance to the nearest source of care, lack of child care, understanding of VA eligi-
bility and services, user friendliness of VA services for those who have at-
tempted to access care, cultural sensitivities that differentially affect women,
and other key potential barriers.

¢ VA should quickly disseminate and deploy resources to make evidence-based
PTSD treatment easily accessible for women veterans across the country, and
explore options for providing child care for those needing it to enable them to
achieve access to treatment.

¢ DoD should fund a prospective, population-based health study of women who
served in OEF/OIF. An epidemiologic study with at least a 10-year follow-up pe-
riod is needed. This study should be carried out by DoD, VA, and University
researchers collaboratively.

¢ VA should conduct a comprehensive assessment of its Women Veterans’ Health
Programs, including specialized programs for women who are homeless or have
substance-use and/or mental health challenges, and develop an action plan to
improve services for this population and projected future needs of OEF/OIF
women veterans.

¢ VA should conduct research to fully understand the dual burden of military sex-
ual trauma and combat-related PTSD, and develop the best treatment practices
and programs for this population.

Other areas relevant to MST that could benefit from additional research re-
sources:

* Expand evidence-based treatment for mental health conditions associated with
MST, beyond PTSD (e.g., depression, substance abuse, eating disorders, and dif-
ficulties with sexual functioning).

¢ Increase research into the physical health co-morbidities associated with MST
and how to more effectively work with MST and veterans in the primary care
setting.

¢ Focus on ways in which existing MST treatments can be adapted to for men
(In general, men are an understudied population when it comes to MST.)
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¢ More research into barriers both male and female veterans face when trying to
access MST-related treatment services.

¢ Research into the prevalence and consequences of MST during OEF/OIF combat
deployments.

¢ Greater understanding of the phenomenology and dimensions of MST within VA
(e.g., what specific harassment and assault experiences are captured by the ex-
isting MST screening mechanism.)

¢ Program evaluation research focused on demonstrating the effectiveness of in-
novative treatment programs prior to exporting the programs to additional fa-
cilities and programs.

Aging Veteran Population

While additional research and resources must be provided to better treat our new-
est generation of combat veterans, VA stills has a large cohort of aging veterans
who served in earlier periods. In that respect, research focused on diabetes, hyper-
tension, heart disease and other chronic illnesses affecting older populations must
continue. Also, we are concerned that VA research address the needs of elderly vet-
erans with co-morbid mental health and substance-use disorder problems.

DAYV recommends that VA consider research for this population that:

» Addresses the health care needs of aging veterans with traumatic injuries (spi-
nal cord injury, amputations, sensory loss), who now also must cope with the
diseases of old age (such as heart disease, diabetes, chronic obstructive pul-
monary disease, hypertension, etc.). Clinicians report they are seeing Vietnam
i/eteran population cohorts who are already beginning to experience these prob-
ems;

* Develops innovative interventions to aid family caregivers who are providing
home-based care for service-injured veterans. This caregiver burden needs to be
evaluated to look at ways that the VA can best support them—from the per-
spective of caregivers who are elderly themselves to our newest generation of
family caregivers of severely injured OEF/OIF veterans (e.g., parents, siblings,
grandparents and spouses); and

¢ Supports genomic medicine—additional resources should be provided for VA to
expand its new Genomic Medicine Program. VA’s electronic medical record sys-
tem allows VA to longitudinally follow its patient population and is uniquely po-
sitioned to develop this new science. Genomics offers the possibility of new,
highly targeted patient treatments in the areas of mental health and chronic
disease that minimize the effect of adverse reactions to clinical interventions.

Gulf War Veterans

Studies indicate about 30 percent of veterans who served in the Gulf War suffer
from unexplained medical symptoms and illnesses termed Gulf War Illnesses. In
2004, then VA Secretary Principi committed up to $15 million per year for 5 years
for Gulf War Illnesses research. The following year VA Secretary Nicholson an-
nounced a funding increase and establishment of a research treatment center and
a pilot program to further study and treat veterans suffering with Gulf War IlI-
nesses. Additionally, the Fiscal Year 2006 Defense Appropriations Act provided $5
million to DoD’s Gulf War Veterans’ Illnesses Research Program administered
through the Office of Congressionally Directed Medical Research Program. The seed
money for this program attracted a remarkable number of proposals (80) indicating
significant interest to find effective and immediate treatment for Gulf War illnesses;
however, DoD has excluded additional funding for the program from its proposed
2008 budget.

VA’s own Research Advisory Committee for Gulf War Veterans Illnesses notes lit-
tle effort has been made to utilize VA’s heralded group of research clinicians cur-
rently treating Gulf War veterans. No mechanism is currently in place for compiling
data on treatments and outcomes documented in the medical records of ill veterans
seen by these VA clinicians. Additional research is needed to explore and compile
good health outcomes related to efficacious treatments that are used in treating ill
Gulf War veterans and to share best practices with other VA facilities.

We believe that while research into causative factors should continue, efforts
should be made toward more research into treatments and interventions that take
into account all effective treatments being used by VA clinicians for this population,
since roughly 200,000 veterans have been suffering from Gulf War illnesses for over
16 years.

Minority Veterans

For many years, the VA has expressed its commitment to eliminating ethnic and
racial disparities in health care to ensure equal access and quality health care for
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all veterans using VA services. In June 2007 the VA Health Services Research and
Development Service (HSR&D) released a new report, Racial and Ethnic Disparities
in the VA Healthcare System: A Systematic Review. This research examined a num-
ber of clinical interests including: arthritis and pain management; cancer; cardio-
vascular diseases; diabetes; HIV and Hepatitis C; mental health and substance
abuse; preventative and ambulatory care; and rehabilitative and palliative care. The
study concluded that disparities appear to exist in all clinical arenas, and a number
of hypotheses were suggested to explain why disparities exist. More notably, re-
searchers commented in nearly each case that the underlying causes of disparities
in care and outcomes were not fully explored or remained unclear. One key finding
was that in studies examining quality indicators representing immediate health out-
comes—such as control of blood sugar, blood pressure, or cholesterol—minority vet-
erans generally fared worse than Caucasians. The researchers noted that this find-
ing was especially troubling since it may indicate that disparities in health care de-
livery contribute to disparities in health outcomes. It was also noted that fewer
studies examined Hispanics, American Indians, and Asians and that in general, dis-
parities in the VA appear to impact African American and Hispanic veterans most
significantly.

The study relates specific sources of disparities and offers a number of future re-
search recommendations to further elucidate and reduce or eliminate racial dispari-
ties in VA health care. It is clear from this study that much more needs to done
in this area; therefore, we encourage VA to continue this important research.

Conclusion

In closing, the Veterans Health Administration is a unique health care system
with much to offer its large and diverse patient population. And from its earliest
days, research has been an integral part of VA’s overall mission, while maintaining
a veteran-centric focus. Today, the VA system offers veterans the “best care any-
where” as reported by independent researchers, the Institute of Medicine, health in-
dustry experts and numerous media outlets. Millions of the nation’s sick and dis-
abled veterans need and depend on the VA health care system to help them over-
come severely disabling injuries suffered during their military service. We urge VA
to press forward and to remain on the cutting edge of health care through its es-
teemed research program, and we encourage this Subcommittee to maintain nec-
essary oversight of VA’s research and to provide sufficient funding so that VA can
improve services and health outcomes for sick and disabled veterans as it continues
its quest for excellence.

Mr. Chairman, this concludes my testimony and I will be happy to address ques-
tions from you or other Members of the Subcommittee.

———

Prepared Statement of Joel Kupersmith, M.D.
Chief Research and Development Officer
Veterans Health Administration, U.S. Department of Veterans Affairs

Mr. Chairman and members of the Subcommittee, thank you for the invitation to
appear before you today to discuss the Department of Veterans Affairs (VA) medical
and prosthetic research program. I appreciate this opportunity to discuss the vital
role VA research and development has in ensuring the health and well-being of our
Nation’s veterans. With me are Dr. Timothy O’Leary, Director of Biomedical Labora-
tory and Clinical Science Research and Development, and Dr. Michael Selzer, Direc-
tor of Rehabilitation Research and Development.

Introduction

Let me first say that the future of medicine is determined by research. Just as
the advances in medicine that save and improve lives today would not have occurred
without yesterday’s research, the advances in medicine that we have all grown to
expect will not occur without today’s and tomorrow’s research.

Dating back more than 80 years, VA research has been a valuable investment
with remarkable and lasting returns for veterans and the Nation as a whole. I am
sure that you are familiar with the many awards won by VA investigators—3 Nobel
prizes, 6 Lasker awards, and many others. But what is more important is the large
number of treatments and procedures that have been developed and effectively prov-
en by VA investigators. VA research has taken special advantage of its connection
to clinical care and is replete with examples of how it has improved care, including:

* Developing numerous advances in prosthetics, including better-fitting and light-
er artificial limbs, prosthetics that can sense, artificial hands that are capable
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of very fine motion, a biomechanical foot, and the Seattle foot—a great early
example of these advances;

* Pioneering understanding of and treatment for post-traumatic stress disorder
(PTSD), including exciting new treatment advances proving the effectiveness of
prolonged exposure therapy and a drug to significantly reduce trauma night-
mares and other sleep disturbances in PTSD;

¢ Identifying genes associated with Alzheimer’s disease and premature aging;

¢ Laying the groundwork for the development of the computerized axial tomog-
raphy (CAT) scan;

» Pioneering research efforts leading to new home dialysis techniques;

¢ Developing the nicotine patch and other therapies to help smokers quit;

* Developing the cardiac pacemaker and many other advances for abnormalities
of heart rhythm, high blood pressure, and coronary artery disease; and

¢ Developing a system that decodes brain waves and translates them into com-
puter commands that allow tetraplegics to perform simple tasks like turning on
lights and opening e-mails by using only their minds.

VA’s Cooperative Studies Program deserves special mention. It has received na-
tional media attention for its groundbreaking work improving treatment for a host
of critical medical conditions, including:

e A series of studies that established the cornerstone for treatment of hyper-
tension;

¢ One of the first studies to ascertain the long-term effects of coronary artery by-
pass surgery;

¢ An investigative study on the use of cortisone to treat patients with septic
shock;

¢ A landmark study that showed aspirin reduces deaths and heart attacks in pa-
tient with unstable chest pain;

e A vaccine for shingles;

¢ New innovative drugs and therapies to treat PTSD; and

e A study that showed balloon angioplasty plus stenting did little to improve out-
comes for patients with stable coronary artery disease who also received optimal
drug therapy and underwent lifestyle changes.

But past success is never enough. Research must be future-oriented. VA’s re-
search program builds on its past by identifying and confronting the important
questions and challenges of today and conducting the hard work to find solutions
for the future.

VA Research as a Unique Laboratory

A particular advantage of VA research is that it is an intramural program where
clinical care and research occur together under one roof. For this reason, VA has
the capacity to bring scientific discovery from the patient’s bedside to the laboratory
bench and then back to the care of patients, making this program one of VA’s most
effective tools to improve the care of veterans. Embedding research within an inte-
grated health care system with a state-of-the-art electronic health record creates a
national laboratory for the discovery of new medical knowledge and the translation
of that knowledge into improved health. Furthermore, the opportunity to conduct re-
search assists VA in recruiting outstanding clinicians and creates a culture of con-
tinuous learning and innovation ensuring VA’s continued leadership in health care.

Additionally, VA research has a unique program, the Quality Enhancement Re-
search Initiative (QUERI), which creates durable partnerships between VA re-
searchers, clinicians, and policy-makers to accelerate the implementation of research
evidence into routine practice. Allow me to give you one example of this innovative
program—administration of influenza and pneumococcal vaccine to individuals with
spinal cord injury. People with spinal cord injury are at higher risk for influenza
and pneumonia. To increase these patients’ rates of vaccination, VA QUERI inves-
tigators partnered with VA clinical leaders in spinal cord injury. Working together,
they increased the rate of influenza vaccination from 28 to 61 percent, and the rate
of pneumonia vaccination from 40 to 79 percent. These improvements continued
even after the initiative ended, with the vaccination rates reaching 72 and 86 per-
cent, respectively, when last measured.

This advance for veterans with spinal cord injury can be attributed to researchers
working within VA’s health delivery system to improve the process of care. I think
this exemplifies the value of having research and clinical care “under one roof”,
working together to improve the delivery of care.
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Priorities of VA Research

Each year we re-evaluate our priorities based on the changing needs of the vet-
erans we serve, and strive to fund the highest quality science that meets those pri-
orities. The following are some of the current priority areas for VA research:

¢ Research related to Operation Enduring Freedom and Operation Iraqi Freedom
(OEF/OIF) veterans and deployment health;

Mental health;

Personalized medicine;

Chronic diseases;

Access to care;

Long-term care; and

Women’s health.

Details about these priority areas are given below.

Research Related to Operation Enduring Freedom and Operation Iraqi
Freedom (OEF/OIF) Veterans and Deployment Health

VA has implemented a comprehensive research agenda to develop new treatments
and tools for clinicians to ease physical and psychological pain, improve access to
VA health care services, and address the full range of health issues of OEF/OIF vet-
erans. This research also has direct relevance for veterans of other conflicts, as well
as for civilians suffering from disability due to injury or disease.

Specific areas of focus in OEF/OIF and deployment health related research in-
clude:

e Traumatic Brain Injury (TBI) and Other Neurotrauma

Although Kevlar helmets and improved body armor save lives, they do not protect
against blasts and impacts to the head, face, and cervical region of the spinal cord.
Those that survive blast force and impacts may suffer injuries to internal organs,
lin&b loss, sensory loss, paralysis, cognitive loss, chronic pain, and psychological dis-
orders.

To advance the treatment and rehabilitation of soldiers returning with these types
of injuries, VA issued a request for research proposals that focus on TBI; cervical
spinal cord injury (SCI); co-morbid conditions such as PTSD and trauma to extrem-
ities; screening and diagnostic tools related to mild TBI, especially field-based; and
continuity of care between the Department of Defense (DoD) and VA. Applicants
were asked to pay special attention to cooperative projects with DoD.

Many exciting projects have emerged from this solicitation and other funding
mechanisms to help veterans suffering from TBI, including: (1) studying neural re-
pair after brain injury to build a better understanding of cognitive rehabilitation,
as well as find potential targets for practical treatments that enhance quality of life;
(2) developing a project exploring community re-integration for servicemembers with
TBI (to promote seamless transition between servicemembers currently being treat-
ed, or who will one day be treated, in both DoD and VA medical facilities); and (3)
several studies assessing the relationship between TBI and PTSD and their impact
on health outcomes.

In addition, several VA scientists with expertise in neuroimaging and neuro-
psychology are turning their efforts to further understanding the brain changes that
occur in TBI. This is important because following TBI there may be subtle or dis-
tinct brain damage that results in memory, attention, thinking, and personality
changes that are difficult to diagnose and treat with current knowledge. A new
study will start this year combining state-of-the-art imaging techniques (e.g., three-
dimensional brain imaging and diffuser tensor imaging to examine white matter
changes) with comprehensive neuropsychological assessments to fully characterize
patients with TBI compared to other types of brain damage such as stroke. Knowl-
edge from this study will help inform rehabilitation and diagnostic strategies.

VA researchers are also studying many ways to help veterans with SCI. Investiga-
tors are developing practical functional electrical stimulation systems that may
allow individuals with incomplete SCI to walk. VA researchers are also preparing
to conduct clinical studies of a neuroprosthetic system for restoration of hand—arm
function in veterans with a cervical level SCI. It is hypothesized that users will
demonstrate significant improvements in their pinch strength, range of motion, and
their ability to perform grasp-release tasks with their hands and also show better
control of their forearms and elbows. VA investigators are also testing microstimula-
tors to recreate breathing and coughing patterns that will avoid respiratory com-
plications which are currently the leading cause of death in SCI patients. Further,
VA researchers are continuing to improve the mobility and function of veterans with
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SCI and other disabilities through innovative engineering for wheelchairs and other
assistive technologies.

In one exciting study, VA researchers and others recently demonstrated that a
neuromotor prosthesis (NMP) could enable a tetraplegic to operate an artificial
hand, robotic arm, computer, or television by using only his thoughts (Nature. 2006;
442(7099):164-171). A NMP is a brain-computer interface that helps replace or re-
store lost movement in paralyzed patients. This technology uses an electrode that
picks up brain signals and sends them to a computer for decoding. The brain signals
are translated into commands to power electronic or robotic devices, including pros-
thetics.

One of the most common conditions in returning OEF/OIF veterans due to blast
exposure is tinnitus (ringing noise in the ear). VA researchers are developing a diag-
nostic test to identify this condition, which is currently done by self-report. In col-
laboration with DoD, VA investigators are planning a study to determine which au-
ditory processing disorders are more often associated with exposure to high-explo-
sive blasts, whether there is spontaneous recovery of auditory function after blast
exposure, how much recovery may be expected, and how rapidly it occurs.

In addition, VA investigators are developing behavioral strategies to cope with
conditions of low vision and blindness. VA researchers also continue to make
progress on the development of an artificial retina for those who have lost vision
due to retinal damage. As reported in one recent publication, the threshold electrical
current needed to stimulate the retina of a rabbit in which the device was implanted
was very low (Journal of Neural Engineering. 2005; 2(1):5S48—-S56). This was encour-
aging because using lower currents would reduce the chance of damage to sur-
rounding eye tissue. Analogous approaches may prove useful in combat-related vi-
sion loss.

e Combat-related Mental Health

Among active duty Army and Marine Corps personnel who participated in combat
during OEF/OIF, 11.2—17 percent reportedly met screening criteria for major de-
pression, generalized anxiety disorder, or PTSD. These areas of readjustment men-
tal health disorders are actively being pursued in ongoing VA research.

In a landmark ongoing study, VA researchers, collaborating with DoD, are col-
lecting risk factor and health information from military personnel prior to their de-
ployments to Iraq. These soldiers will be reassessed upon their return, and several
times afterward, to identify possible changes that occurred in emotions or thinking
following their combat duty in Iraq and to identify predisposing factors to PTSD as
well as other health conditions. To date, researchers have already reported that
troops who had served in Iraq showed mild deficits in some tasks of learning, mem-
ory, and attention, but scored better on a test of reaction time, compared with non-
deployed troops. The researchers have proposed longitudinal follow-up studies to de-
termine if these neuropsychological effects might fade over time, or be a precursor
to PTSD (Journal of the American Medical Association. 2006; 296(5):519-529). An
additional goal for this research is to examine the neuropsychological associations
of TBI with the development of PTSD at long-term follow-up.

Veterans with PTSD commonly experience nightmares and sleep disturbances,
which can seriously impair their mood, daytime functioning, relationships, and over-
all quality of life. In an exciting new treatment development, VA investigators have
found that prazosin, an inexpensive generic drug already used by millions of Ameri-
cans for high blood pressure and prostate problems, improved sleep and reduced
trauma nightmares in a small number of veterans with PTSD (Biological Psychi-
atry. 2007; 61(8):928-934). Plans are under way for a large, multi-site trial to con-
firm the drug’s effectiveness.

One of the more interesting recent findings in PTSD research being pursued in
the field now is the idea that traumatic memories may be “extinguished” or weak-
ened with a medication administered as the memory is “replayed” or reactivated
under controlled circumstances. A small clinical trial is being conducted to deter-
mine whether the drug, propranolol, is more effective than a placebo in reducing
PTSD symptoms such as hyper-arousal, re-experiencing, or avoidance when a dis-
tressing memory is reactivated. Research participants will be veterans of the Iraq
or Afghanistan conflicts.

In addition, VA investigators are currently conducting the first ever clinical trial
of a medication to treat military service-related chronic PTSD. It will also be the
largest placebo controlled, double-blind study of its kind ever conducted, meaning
that it is the most rigorous type of clinical trial. It will involve 400 veterans diag-
nosed with military-related chronic PTSD from 20 VA medical centers (VAMCs) na-
tionwide. The main objective of the study is to determine if risperidone is effective
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in veterans with chronic PTSD who continue to have symptoms despite receiving
standard medications used for this disorder.

Risperidone is being studied since it has been shown to be safe and has received
the most study in the treatment of PTSD patients.

e Pain

Veterans from all eras may experience chronic pain related to traumatic injuries.
Accordingly, VA has issued a solicitation for research proposals that seek to develop
novel approaches for the treatment and management of chronic pain associated with
TBI, SCI, amputation, and burn injury that may result from OEF/OIF deployment
as well as multiple sclerosis and other disorders.

Excruciating pain is experienced by more than 50 percent of patients after SCI.
VA investigators have identified a particular form of sodium channel (of which there
are more than 10) responsible for conveying pain signals to the brain (Nature. 2006;
444(7121):831-832). VA researchers are now exploiting this finding to develop a new
pain treatment.

In addition, VA and DoD are jointly funding a study to examine the short- and
long-term benefits of implementing early advanced regional anesthesia techniques
for pain control following major traumatic injuries to extremities encountered dur-
ing OEF/OIF combat. It is hoped that these techniques will result in a significant
reduction in pain disability as well as in the incidence and severity of mental health
disorders due to early pain intervention on the battlefield.

It is well-known that limb trauma causing fractures and/or nerve injuries can lead
to the development of a disorder called complex regional pain syndrome (CRPS). To
address this issue, VA researchers have developed a rat fracture model resembling
CRPS. Using molecular approaches, the investigators will attempt to characterize
chronic changes in key mediators such as cytokine signaling after limb trauma,
which will demonstrate the feasibility of promising new treatments for post-trau-
matic pain and inflammation. This work could potentially be an important step to-
ward the ultimate goal of improving clinical efficacy and safety in the pharmacologic
management of CRPS.

e Prosthetics and Amputation Health Care

While nearly two-thirds of adult amputations may arise due to peripheral vas-
cular disease of the lower extremity, they are complemented by those necessitated
by trauma, in the present case, the trauma related to high explosive blasts or
through other combat scenarios. High-impact explosive trauma from improvised ex-
plosive devices has become the signature injury of the OEF/OIF theaters.

Tendon losses are common in military trauma and in degenerative diseases such
as rheumatoid arthritis and osteoarthritis. In mutilating injuries, a tendon grafted
from another part of the individual’s body may improve function; however, only a
limited supply of these tendon grafts exists. VA investigators are working to create
biocompatible tissue-engineered tendon grafts, which will have wide applicability in
improved reconstruction of extremities for veterans.

In addition, joint cartilage may be lost or degenerated as a result of trauma, dis-
ease, or aging, which leads to reduction in mobility and quality of life. VA investiga-
tors are using tissue engineering methods to develop an implant that can help re-
generate cartilage.

The care of the wounds following amputations has been the subject of extensive
research. This type of wound care is particularly challenging, owing more to the con-
ditions surrounding the original injury than those of the surgery. VA researchers
are investigating three management strategies in current standard of care for resid-
ual limbs after surgery: (1) soft dressings, (2) rigid plaster dressing, and
(3) commercial prefabricated rigid prostheses. Studies of this nature are critical to
a better understanding of wound care in a variety of settings extending from the
“dirty” wound characteristic of a roadside bombing all the way to the healing capac-
ities in an elderly diabetic veteran. These kinds of studies can potentially improve
outcomes of amputations and burns. Most critically, improved wound healing meth-
odologies actually have the potential to minimize the need for amputation itself.

VA researchers are also developing improved materials and designs of prostheses.
In addition, VA investigators are gathering information about how prosthetic de-
vices are used, amputee satisfaction, comparisons of selected prosthetic devices, as-
sociated costs, and various prosthetic procurement alternatives, so VA can better
match technology to an individual veteran’s needs.

Another project that is under way involves building a new flexible externally pow-
ered two-degree-of-freedom prosthetic wrist for use in upper-extremity prostheses.
This will provide prosthetic users with electric-powered prosthetic components that
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interact with objects in a more lifelike fashion and devices that will be more robust
and less prone to mechanical failure.

Currently available prostheses for trans-tibial (below the knee) amputees do not
help promote normal walking; in fact, their “passive” design can result in balance
difficulties and slow walking speed. VA has funded research that addresses this
problem by developing a powered ankle—foot prosthesis that promises to help restore
amputees’ ability to walk normally. A preliminary study involving three trans-tibial
amputees confirmed the benefits of the new prototype: the patients expended less
energy during walking, had fewer balance problems, and walked 15 percent faster.
This device has recently received significant media attention.

¢ Polytrauma

As a result of new modes of injury (improvised explosive devices), improved body
armor, and surgical stabilization at the frontline of combat, more soldiers are re-
turning with complex, multiple injuries (“polytrauma”), including amputations,
brain and spinal cord injuries, eye injuries, musculoskeletal injuries, vision and
hearing loss, burns, nerve damage, infections, and emotional adjustment problems.

In response, VA has established a Polytrauma and Blast-Related Injury (PT/BRI)
QUERI coordinating center to promote the successful rehabilitation, psychological
adjustment, and community reintegration of these veterans. Two priorities have
been identified: (1) TBI with polytrauma, and (2) traumatic amputation with
polytrauma. The primary target is OEF/OIF VA patients, many of whom remain on
active duty during their initial course of treatment in VA. However, the center’s ac-
tivities will benefit all VA patients with complex injuries, regardless of service era
and mechanism of injury.

The PT/BRI QUERI is working closely with VA Polytrauma Rehabilitation Cen-
ters (PRCs) to identify needs and gaps in care, as well as best practices. For exam-
ple, one needs assessment study found that PRC patients are demographically and
clinically different from inpatient rehabilitation patients treated before OEF/OIF.
The systems of care, facilities, and individual health care teams are rapidly chang-
ing to meet the needs of these unique patients.

VA also recently issued a special solicitation for research projects on the long-term
care and management, including family and community reintegration, of veterans
with polytrauma, blast-related injuries, or TBI.

e Gulf War Veterans’ Illnesses

While there were few visible casualties associated with the 1990-1991 Gulf War,
many individuals returned from this conflict with unexplained medical symptoms
and 1llnesses. Nonspecific symptoms such as fatigue, weakness, gastrointestinal dif-
ficulties, cognitive dysfunction, sleep disturbances, headaches, skin rashes, res-
piratory problems, and mood changes that often occur together in a constellation
have been termed Gulf War veterans’ illnesses (GWVI). Despite a large number of
studies and considerable funding over the past decade, the causes and successful
treatment of GWVI remain illusive. VA continues to expand its efforts to under-
stand and treat GWVI.

There is also persistent concern that Gulf War veterans may be at increased risk
for amyotrophic lateral sclerosis (ALS, also known as Lou Gehrig’s disease), multiple
sclerosis (MS), and brain cancer, as a result of their service. In addition to the stud-
ies that examine the causes and treatment of these diseases in the general veteran
population, VA is funding studies to examine them specifically in Gulf War vet-
erans. Accordingly, VA is supporting a broad research portfolio composed of studies
dedicated to understanding chronic multi-symptom illnesses, long-term health ef-
fects of potentially hazardous substances to which Gulf War veterans may have
been exposed to during deployment, and conditions or symptoms that may be occur-
ring with higher prevalence in Gulf War veterans.

Beyond OEF/OIF and deployment health related research, VA’s research priorities
include several areas affecting the larger veteran population, including:

Mental Health Research

In addition to combat-related mental health, VA continues to support a strong be-
havioral and psychiatric disorders research portfolio focused on further under-
standing and treating mental health problems in veterans. Investigations are di-
rected toward substance abuse, PTSD, adjustment and anxiety disorders, psychotic
disorders, dementia and memory disorders, and related brain damage. Many labora-
tory studies are being conducted to better understand the changes that take place
when someone is suffering from adjustment problems or mental illness. Clinical
trials are under way to test novel drug and therapy treatments specifically targeted
to help veterans. Additionally, VA has a strong program for developing and imple-
menting better mental health care, including enhancing collaborative care models,
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improving access to mental health care through innovations such as telemedicine
and the Internet, and reducing barriers to veterans seeking mental health care. Sev-
eral ongoing projects are investigating how veterans with mental illness might ben-
efit from rehabilitation approaches, including vocational rehabilitation, skills train-
ing, and cognitive therapy to improve everyday functioning and work performance.
Future research will enable VA to determine how to care for veterans with mental
illness so that they can return to their highest level of functioning.

Personalized Medicine

Personalized medicine means tailoring care to the individual, in this case the vet-
eran. In 2006, VA launched the Genomic Medicine Program as part of its Personal-
ized Medicine Initiative. Genomic medicine is the direction for health care in the
twenty-first century. It could allow VA to provide care that is tailored specifically
to the genetic makeup of individual veterans, increasing the effectiveness and safety
of health care and disease prevention efforts. Currently, VA is funding over 140 re-
search projects related to genomics. These include studying the complete set of DNA
of many people to determine what genetic changes are associated with a certain dis-
ease (genome-wide scans), the role of specific genes, and genetic determinants of
variable responses to drugs (pharmacogenomics). These studies are investigating the
role of genetics in many diseases of importance to veterans—including psychiatric
disorders (e.g., schizophrenia, depression, PTSD, and anxiety); cancers of the pros-
tate, breast, colon, lung, and bladder; heart disease; diabetes; Alzheimer’s disease;
stroke; Parkinson’s disease; autoimmune disorders, including rheumatoid arthritis
and lupus; GWVI; and chronic viral infections such as HIV.

VA investigators recently conducted a genome-wide search for schizophrenia sus-
ceptibility genes. The study included 166 families with more than two affected indi-
viduals, from seven VAMCs. There are 216 affected sibling pairs in these families,
comprising the largest North American sample of schizophrenic sibling pairs to date.
Preliminary data from the researchers’ genome scan suggest the involvement of a
small region on chromosome 18. The team will continue to narrow the search by
fine-mapping this region and seeking specific genes.

VA has established a Genomic Medicine Program Advisory Committee (GMPAC)
comprised of the nation’s leading clinicians, scientists, administrators, as well as
veteran representatives. The Committee has recommended the establishment of sev-
eral working groups. It has also discussed issues such as who should have access
to data generated by this program, assessment of veterans’ attitudes toward
genomic medicine, and establishing veterans’ trust.

An Ethics Advisory Working Group, which will report through the GMPAC, has
also been established. Members of this working group include bioethicists, a member
of the clergy, and veterans. The first meeting of this group was in May 2007. Topics
of discussion included the ethics of the informed consent document, special popu-
lations (e.g., those with mental illness), and the role of group vs. one-on-one discus-
sions for educating veterans about the program.

In addition, last week VA held the first meeting of its PTSD Genetics Working
Group to explore and define a research program to identify the genes that are im-
portant in how an individual responds to the experience of deployment, especially
their response following combat exposure. By carefully characterizing those affected
by combat-related PTSD and conducting genetic analyses, VA will be in a position
to identify genetic variants that contribute to PTSD and other post-deployment ad-
justment disorders such as major depression. Once this program is established, this
resource will be available for continued research including studying the genetic rela-
tionship to treatment response.

Chronic Diseases

Promoting good health and managing chronic conditions remain high priorities for
VA health care and VA research, especially in the aging veteran population. The
following are examples of efforts by VA investigators to discover how to prevent and
treat chronic diseases.

e Diabetes

Nearly a quarter of the veterans receiving care from VA have diabetes, and a far
greater number (73 percent) are at risk due to overweight or obesity. VA researchers
are studying innovative strategies and technologies—including group visits, tele-
medicine, peer counseling, and Internet-based education and case management—to
improve access to effective diabetes care and outcomes. In addition, VA investigators
have initiated studies to identify and define the impact of traditional rehabilitation
treatment for veterans who have diabetes, and to develop innovative treatments to
prevent and improve diabetes outcomes in special populations such as the elderly,
amputees, minorities, and spinal cord injured veterans. VA is also supporting major
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clinical trials on treating kidney disease and coronary artery disease in diabetic pa-
tients.

It has been long known that type 2 diabetes runs in families and that certain pop-
ulations are at a higher risk than others (e.g., Hispanic veterans and American In-
dian veterans). However, it was not until the recent advances in genetic tech-
nologies that researchers began to investigate associations between specific genes
and diabetes.

VA investigators have been honing in on genes that boost the risk for type 2 dia-
betes and obesity. Working with Mexican-American families enrolled in the Vet-
erans Administration Genetic Epidemiology Study, VA investigators have compared
small differences in the DNA of people with and without the disease. Earlier work
by members of the group had suggested that a specific region of chromosome 6 was
involved. This region contained several hundred genes, and initially it was not clear
which gene played a role in causing disease. But using recent advances in genome-
sequencing, the researchers have combed through the region and narrowed their
search to seven genes. The precise functions of these genes are still unknown. Two
are involved in metabolic pathways not previously connected with diabetes or obe-
sity. The remaining five appear to be “master regulators” that can alter the expres-
sion of hundreds of other genes. Ongoing research is aimed at determining how
these genes raise the risk of diabetes and obesity.

e Obesity

The VA patient population, like that of the U.S. in general, is experiencing an epi-
demic of overweight and obesity. In terms of treatment options, recent findings from
VA investigators indicate that surgical treatment is more effective than diet and
medications for weight loss in severely obese patients. Weight loss was maintained
for up to 10 years or longer, and it was accompanied by significant improvements
in diabetes, hypertension, and high cholesterol (Annals of Internal Medicine. 2005;
142(7):54'7-559; Annals of Internal Medicine. 2005; 142(7):532—-546).

Ongoing VA studies are seeking to identify and define the impact of traditional
rehabilitation treatment for overweight and obese veterans, and also to develop
unique treatment measures to prevent and improve obesity outcomes. In addition,
VA researchers are investigating the influence of obesity on the quality of care that
veteran patients receive. VA investigators are also focusing on unique populations
at risk for obesity, such as patients with spinal cord injury.

e Human Immunodeficiency Virus/Acquired Immune Deficiency Syndrome (HIV/

AIDS)

VA is the largest single provider of HIV care in the U.S., with nearly 20,000 pa-
tients with the disorder treated annually. Accordingly, VA funds a full range of
studies from bench research aimed at elucidating the underlying mechanisms of
HIV to implementation projects that improve VA’s effectiveness in caring for this
population.

VA investigators recently showed that people with a below-average number of cop-
ies of a particular immune-response gene have a greater likelihood of acquiring HIV
and, once infected, of progressing to full-blown AIDS. Researchers examined blood
samples from 4,308 HIV-positive and HIV-negative volunteers of various geo-
graphical ancestries. Depending on the study sub-population, each copy of the gene
CCL3L1 decreased the risk of HIV infection by 4.5 to 10.5 percent. These findings,
cited as one of the top articles published in the eminent journal Science in 2005,
have important implications for the treatment and prevention of HIV infection and
AIDS, and possibly other infectious diseases as well (Science. 2005; 307:1434—1440).

The same group has gone on to show that a person’s genetic makeup—in this
case, the genes CCL3L1 and CCR5—could be a more accurate predictor of disease
progression than currently used laboratory markers, such as CD4+ T cell counts and
viral loads. The researchers also demonstrated that the combination of laboratory
and genetic markers captures a broader spectrum of AIDS risk than either set of
markers alone (Journal of Immunology. 2007; 178:5668-5681).

e Heart Disease

Heart failure is the most common diagnosis causing hospitalization of veterans,
with resulting high costs and resource utilization over time. VA researchers recently
found that the use of an implanted defibrillator reduced the risk of dying and im-
proved quality of life for veterans with heart failure (Journal of the American Col-
lege of Cardiology. 2005; 45(9):1474-1481). VA researchers are also studying non-
invasive care for heart failure. In addition, nurse researchers are preparing to link
biochemical markers of heart failure with patterns of depression to aid in earlier
screening and treatment for depression in patients with heart failure. Nurse re-
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searchers are also exploring the role patients can play in their own heart failure
care.

Coronary artery disease, a narrowing of the arteries that supply blood to the
heart muscle, is the leading cause of death in both men and women. More than half
a million Americans die each year from coronary artery disease.

A U.S.-Canadian trial sponsored in part by VA’s Cooperative Studies Program
found that balloon angioplasty plus stenting did little to improve outcomes for pa-
tients with stable coronary artery disease who also received optimal drug therapy
and underwent lifestyle changes. The researchers concluded that if a patient with
heart disease is doing well on medical therapy alone, there is no added preventive
benefit to angioplasty and stenting (New England Journal of Medicine. 2007,
356:1503-1516).

Access to Care

VA has a prominent and unique role in meeting the health care needs of veterans
and ensuring equitable access to quality care for the most recent veterans, veterans
from previous service eras, vulnerable populations who rely on VA for health care,
and future veterans. The VA health care system continues to strengthen efforts to
improve health care to veterans by identifying barriers to care and assessing and
implementing system improvements to improve access to quality care. VA research
supports and guides these system improvements through a diverse range of studies
that analyze factors and interventions impacting access to the VA health care sys-
tem. VA research identifies system-wide gaps in care to veterans; assesses specific
access issues and barriers to care for special populations; assesses the impact of new
programs, practice structures, and organizations of care on access and quality of
care; and develops and evaluates the impact of quality improvement efforts, organi-
zational and management interventions, implementation initiatives, and new tech-
nologies on improved access and health care to veterans.

Over the past decade, VA has added to the number of Community-Based Out-
patient Clinics (CBOCs) to increase access to primary care for veterans. CBOCs
have been an integral part of VA’s transition from an inpatient-oriented system to
an outpatient-oriented system. A VA study compared inpatient and outpatient utili-
zation and expenditures of veterans seeking primary care in 108 CBOCs and 72 af-
filiated VAMCs in fiscal years 2000 and 2001. Findings show that CBOCs provided
veterans with improved access to primary care and other services, but costs were
contained because they had fewer health care visits and hospital stays than vet-
erans receiving care at VAMCs. These results held even after adjusting for demo-
graphics, patient risk, and distance from care. CBOC patients had significantly
lower odds of having specialty, mental health, or ancillary (e.g., radiology, labora-
tory, other outpatient) visits than VAMC patients. CBOC patients also were less
likely to be hospitalized (BioMed Central Health Services Research; 7(1):56).

Evidence-based practices designed for large urban clinics are not necessarily
transportable into small rural practices. Implementing collaborative care for depres-
sion in small rural primary care clinics presents unique challenges because often on-
site mental health specialists cannot be hired. The Telemedicine-Enhanced
Antidepressant Management (TEAM) study evaluated a collaborative care model
adapted for small rural VA CBOCs using telemedicine technologies (interactive
video equipment for mental health and no on-site psychiatrists/psychologists). Par-
ticipants in the intervention had better medication adherence, were more likely to
respond to treatment, and were more likely to experience a remission than those
with usual care. Patients also had better quality of life and higher satisfaction.
These findings suggest that collaborative care models can be successfully adapted
using telemedicine to address rural disparities (General Hospital Psychiatry. 2006;
28(1):18-26; Psychiatric Services. 2006; 57(12):1731-7).

In addition, VA is beginning a new access to care research initiative for OEF/OIF
veterans that will build on the body of VA research examining access to care issues
and innovations. This research is expected to enhance OEF/OIF veterans’ access to
practices that improve well-being and function after physical injury sustained in
war, that mitigate suffering due to chronic medical conditions, and that are effective
for the treatment needed by veterans returning from the wars in Iraq and Afghani-
stan. It is hoped that VA’s OEF/OIF access research initiative will help facilitate
improved access to care for eligible veterans and more efficient and effective systems
of care that meet the health care needs of the OEF/OIF veteran population.

Long-term Care

Meeting the long-term care needs of veterans is growing in importance as the
number of veterans most in need of these services—those 85 years old and older—
is expected to reach 1.3 million by 2012. In addition, a younger population of vet-
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erans with different long-term and care coordination needs is emerging as a result
of the OEF/OIF conflicts.

Many veterans prefer to receive long-term care in non-institutional settings, so
they can stay connected with their community and loved ones. However, the success
of such long-term care is critically dependent on the ability of veterans’ family and
friends to assist in their care. Caregiver burden is common and frequently limits
the ability of family and friends to provide assistance. Caregiving can also have sig-
nificant negative consequences on the health and well-being of caregivers, yet little
is known about how to ameliorate the impact of the burden of care. VA has initiated
several efforts to understand and support the needs of caregivers. These include spe-
cial efforts to survey the needs of caregivers of blast injury and TBI patients, as
well as a research initiative focused on developing new approaches to community-
based long-term care.

In addition, VA is funding several projects to assess the effectiveness of telemedi-
cine technologies for rehabilitation of veterans who are older, disabled, and/or in dif-
ficult to reach, rural areas as compared to home visits by health care personnel and
usual care. Tele-rehabilitation may be particularly useful for older and disabled vet-
erans with long-term care needs because it empowers them to take responsibility
for their own health by providing ongoing communication with the VA health care
system and may allow them to remain independent in their homes as long as pos-
sible.

Women’s Health

In response to the increasing number of women veterans, documented expansion
of the number of women in the military, and special health care needs of female
veterans, VA has focused additional attention on women’s health research. VA re-
search efforts are aimed at better understanding the general health care needs and
service utilization of women veterans; examining the unique experiences of women
veterans regarding risks, treatment, and health care outcomes related to military
traumas; and assessing VA’s organization of care for women veterans and the impli-
cations for improved quality of care.

Examples of VA research studies relevant to women veterans’ health include fur-
ther understanding the cellular mechanisms underlying breast and cervical cancers,
the role of hormones in stroke and aging, further characterizing basic
neurobiological changes in women who have undergone severe trauma, and specific
prosthetic designs for women.

In the largest randomized clinical trial to date involving women veterans with
PTSD, VA investigators and colleagues found that prolonged-exposure therapy—a
type of cognitive behavioral therapy—was effective in reducing PTSD symptoms and
that such reductions remained stable over time. Women who received prolonged-ex-
posure therapy—in which therapists helped them recall their trauma memories
under safe, controlled conditions—had greater reductions of PTSD symptoms than
women who received only emotional support and counseling focused on current prob-
lems (Journal of the American Medical Association. 2007; 297(8):820-830). Together
with a strong mental health research program, VA research is well positioned to
continue to enhance health care for women veterans.

Conclusion

Because more than 70 percent of VA researchers are also clinicians caring for vet-
erans, VA is uniquely positioned to move scientific discoveries from investigators’
laboratories into patient care. In turn, VA clinician investigators can identify new
research questions for the laboratory at the patient’s bedside, making research one
of VA’s most effective tools to continue improving the care of veterans. The funda-
mental goal is to address the concerns of the entire veteran population from the
youngest soldier who returns with injuries from recent conflicts to the aging vet-
eran, and to use research findings proactively to benefit the future veteran. VA
takes great pride in the research that keeps it at the forefront of modern medicine
and health care and expects to see further remarkable discoveries in the coming
decades.

Mr. Chairman, that concludes my statement. I am pleased to respond to any ques-
tions you or the Subcommittee members may have.

Thank you.
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Statement of National Association of Veterans’ Research and Education

The National Association of Veterans’ Research and Education Foundations
(NAVREF) appreciates the opportunity to submit a statement for the record of the
hearing being conducted on October 4, 2007, by the Health Subcommittee of the
House Committee on Veterans Affairs regarding the Department of Veterans Affairs
(VA) Medical and Prosthetic Research program.

NAVREF is the voluntary membership association of the VA-affiliated nonprofit
research and education corporations (NPCs) established and operated in accordance
with 38 U.S.C. §§73617368. NAVREF’s mission is to promote high quality manage-
ment and communication among the NPCs, and to pursue issues at the government
level that are of interest to its members. NAVREF accomplishes this mission
through education, interactions with agency and congressional officials, and advo-
cacy. Additional information about NAVREF is available on its Web site at
www.navref.org.

Background About the NPCs

In 1988, Congress allowed the secretary of the Department of Veterans Affairs to
authorize “the establishment at any Department medical center of a nonprofit cor-
poration to provide a flexible funding mechanism for the conduct of approved re-
search and education at the medical center.” [38 U.S.C. §7361(a)] At this time, 85
facilities are taking advantage of this authority, providing each VAMC with a highly
valued means for administering non-VA federal and private sector funds in support
of VA research and education.

We encourage the Subcommittee to review the VA’s most recent report on the
NPCs which VA submitted to Congress in accordance with requirements stated at
38 U.S.C. §7366(b) through (d). This compilation of information provided by NPCs
presents a comprehensive overview of NPC revenues and expenditures, the activi-
ties they support and the oversight provided by VA through the VA NPC Program
Office and the VA NPC Oversight Board as well as annual audits by independent
auditors. This report demonstrates that NPCs have become an integral component
of VA facility research programs, administering $227 in non-VA federal and private
sector revenues and approximately 5000 projects at any one time during the last
year.

NPCs are fully dedicated to serving the needs of VA research and VA investiga-
tors. In the course of administering research, they support a variety of project-re-
lated costs such as salaries for research personnel, supplies, equipment and travel
for scientific conferences and training. Additionally, they support a number of activi-
ties that foster a vibrant research environment at VA medical centers across the na-
tion. Such activities include supporting institutional review boards (IRB) and other
compliance measures, core research equipment and services, seed and bridge fund-
ing and VA staff recruitment. NPCs also donate to VA the services of approximately
2500 NPC research employees who work under VA without compensation (WOC) ap-
pointments with the background, security and training requirements such appoint-
ments entail—side-by-side with VA-salaried employees.

Current Reviews of NPCs and Oversight

Internal control failures experienced by three NPCs in 2006 prompted the VHA
Office of Finance and the Office of the Inspector General (IG) to undertake separate
reviews of the NPCs that were performed during 2007. Although we believe that
NPC boards and employees are for the most part conscientious stewards of NPC
funds, NAVREF applauds VA for acting forthrightly to confront NPC management
deficiencies that do come to light, and we consider the results of these reviews to
be learning opportunities for NPCs. We have invited both the VHA and IG auditors
to present their objectives, methodologies, findings and recommendations during the
NAVREF 2007 Annual Conference in November so that all of the NPCs may learn
from VA’s substantial investment in conducting the reviews. The IG report, which
originally was scheduled for completion in August, is not yet complete, but we re-
main hopeful that it will be published in time for discussion during the conference.
Additionally, eight hours of the NAVREF conference program will be devoted to in-
ternal controls training for both large and small organizations, and VA is planning
separate training specifically for members of NPC boards. NAVREF anticipates
using the IG’s recommendations to focus its own future educational programs on
areas identified to be in need of improvement.
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To improve VA oversight of NPCs, we encourage the Subcommittee to support the
Office of Research and Development’s plan to recruit as director of the VA Nonprofit
Program Office a fully dedicated GS—15 with expertise in nonprofit management, ac-
counting and governance. This office is tasked with providing NPC oversight and
when staffed with the appropriate level of expertise will be a welcome partner in
ensuring high standards of NPC management.

Proposal to Update and Clarify the NPC Authorizing Statute

Nearly two decades after enactment of Public Law 100-322, the success of the
NPCs in supporting VA research and education demonstrates that the NPC author-
izing statute has been effective in accomplishing Congress’s purpose of providing VA
with flexible funding mechanisms for the conduct of VA-approved research and edu-
cation. Its authors successfully crafted a unique private-public partnership that has
served VA facility research programs and investigators well. However, during the
intervening years, VA health care delivery systems, the VA research program and
the NPCs have evolved. Prompted in part by the upcoming twentieth anniversary
of the authority to establish NPCs, during the last twelve months the NAVREF
board conducted a comprehensive review of the NPC authorizing statute in light of
accumulated years of experience working within its terms.

After much deliberation, and discussions with the Office of Research and Develop-
ment and the VA Office of General Counsel as well as Paralyzed Veterans of Amer-
ica and staff of the House and Senate Committees on Veterans Affairs, NAVREF
concluded that it would be of benefit to VA and the NPCs to update and clarify the
NPC authorizing statute. This will also benefit veterans by helping NPCs meet their
full potential in supporting VA research and education that ultimately results in im-
proved treatments and high quality care for veterans. Guided by these discussions,
early this year NAVREF began developing a statutory proposal that is nearing com-
pletion and that we expect to submit to Congress in December for consideration and
enactment during the second session of the 110th Congress.

NAVREF’s primary objective in proposing statutory revisions is to allow “multi-
site” NPCs. That is, voluntary sharing of one NPC among two or more VAMCs while
still preserving their fundamental nature as medical facility-based organizations.
We have two purposes for seeing this objective. First, it would allow VAMCs with
small research programs to join with larger ones or for several small programs to
join together to pool their resources for purposes of efficiency and ensuring sound
management. Second, it would allow reasonable, but not overly burdensome, board
composition by requiring the medical center director of each facility to serve on the
board to ensure local accountability. Otherwise the board of a multi-site NPC would
be required to have as VA members just one Chief of Staff, Associate Chief of Staff
for Research and Associate Chief of Staff for Education. Beyond this proposed statu-
tory minimum, our proposal would leave it up to each multi-site NPC board to de-
termine the combination of VA and non-VA members best suited to its own needs.
In our view, requiring all of these personnel from each facility to serve on the board
is not a good use of their valuable time and results in an unnecessarily large and
logistically cumbersome board.

This change in the NPC statute would benefit VA by reducing the number of
NPCs that VA is required to oversee and would eliminate the need for duplicative
local effort at the same time as it would increase the resources each NPC would
have available for management. NAVREF anticipates that as many as twenty low-
revenue VA research programs may welcome the opportunity to partner with other
nearby facilities to share NPCs.

NAVREF’s other proposed revisions in the NPC authorizing statute are designed
to clarify—not change—the legal status of the NPCs as independent organizations,
exempt from taxation under Section 501(c)(3) of the Internal Revenue Service (IRS)
code and subject to VA oversight and regulation. Additionally, proposed revisions
clarify the NPCs’ purposes as well as their funds acceptance and expenditure au-
thorities. Our objective in making these changes is to resolve longstanding uncer-
tainty and sometimes outright confusion and disagreement among VA officials, in-
ternal VA and external overseers, funding organizations and NPC personnel.
NAVREF is also suggesting a general re-organization of the statute to pull together
in separate sections the various provisions addressing status, purposes and powers.

As NAVREF considered statutory revisions, it also identified a number of issues
that while not requiring legislation, could benefit from discussion in congressional
report language or inclusion in an updated version of VHA Handbook 1200.17 which
contains VA’s interpretation of the NPC statute and VA policy pertaining to NPCs.
For example, NAVREF has included a recommendation for requiring VA to approve
the establishment of a new NPC on the basis of an assessment of the ability of the
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facility’s research or education program to generate a revenue stream sufficient to
support the NPC infrastructure, and assurance that qualified staff will be available
to manage the NPC. The NPC statute already states, “The Secretary may authorize
the establishment at any Department medical center of a nonprofit corporation . . .”
Therefore, no explicit statutory language is needed to give VA the ability to deter-
mine which facilities may establish new NPCs. However, it may be useful to include
in report language a sense that there should be some minimum expectations of re-
search programs contemplating establishing an NPC and then more specific policy
guidance regarding the process of applying for VA approval could be provided in the
handbook. This and a number of other recommendations will be provided to Con-
gress as an addendum to NAVREF’s statutory proposal. We would be pleased to
work with the Subcommittee to determine which the Subcommittee may wish to ad-
dress in report language.

Conclusion

The NPCs represent a unique means for VA to maximize the benefits of externally
funded research conducted in VA facilities. The NPCs are performing as Congress
intended, serving as flexible funding mechanisms for the conduct of VA-approved re-
search and education. NPCs facilitate research that benefits veterans, and they fos-
ter vibrant research environments at VA medical centers, enhancing VA’s ability to
recruit and retain clinician-investigators and other staff who in turn apply their
knowledge to state-of-the-art care for veterans. Some even contend that their NPCs
and the contributions of services, personnel and equipment they provide in support
of VA research have become an essential component of successful research pro-
grams.

However, NAVREF recommends that in 2008, 20 years after the VA-NPC public-
private partnership was first authorized, and co-incident with expiration of author-
ity to establish new NPCs, it is time to update and clarify the NPCs’ enabling legis-
lation. Experience working within the statute has brought to light its many
strengths, but also areas that could benefit from updating and clarification, particu-
larly in light of continuing evolution of VA health care and the increasing com-
plexity of both research and nonprofit compliance. NAVREF would be pleased to
work with the Subcommittee toward revisions in the statute that will allow NPCs
to meet their full potential in supporting VA research and education while ensuring
VA and congressional confidence in their management.

Thank you for the opportunity to submit a statement for the record. If you have
%estions, please do not hesitate to contact NAVREF Executive Director Barbara

est.

———

Statement of Orthotic and Prosthetic Alliance

Mr. Chairman, thank you for the opportunity to submit this testimony on behalf
of the Orthotic and Prosthetic Alliance (“O&P Alliance”). The O&P Alliance is a coa-
lition of four of the primary organizations representing the field of orthotics (ortho-
pedic braces) and prosthetics (artificial limbs). The four organizations include the
American Academy of Orthotists and Prosthetists (“AAOP”), the National Associa-
tion for the Advancement of Orthotics and Prosthetics (“NAAOP”), the American
Orthotic & Prosthetic Association (“AOPA”), and the American Board for Certifi-
cation in Orthotics, Prosthetics, and Pedorthics (“ABC”). The O&P Alliance rep-
resents the professional, scientific, research, business, and quality improvement as-
pects within the fields of orthotics and prosthetics.

Professional orthotic and prosthetic care combined with appropriate medical, sur-
gical, and rehabilitative management provides the Veteran with limb loss and/or
limb dysfunction the opportunity to live a highly functional life. The O&P Alliance
would like to stress the importance of funding prosthetic and orthotic research and
development. The past 30 years has seen great clinical and technological advance-
ments in the orthotic and prosthetic fields. We have amputees and others with limb
impairments to achieve unprecedented levels of function with the assistance of arti-
ficial limbs and orthopedic braces. The orthotic and prosthetic field must continue
to advance in several areas to more accurately replicate human function and de-
velop better measurement tools to assess quality and compare the relative effective-
ness of orthotic and prosthetic interventions.

Historically, the Department of Veterans Affairs (“VA”) has realized considerable
success in conducting orthotic and prosthetic research. For example, the VA devel-
oped a method of fabricating a transparent plastic to assess the quality of prosthetic
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socket fit in lower-limb amputees; the VA was among the first to design an energy-
storing and releasing prosthetic foot that spawned a new generation of far more re-
sponsive prosthetic feet for application to lower limb amputees with extensive mobil-
ity needs. The functional benefit of prosthetic feet of this design has been shown
to reduce the walking fatigue and create a more fluid gait. The VA has also sup-
ported the adaptation of Computer Aided Design/Computer Aided Manufacture
(CAD-CAM) to the field of prosthetics and orthotics, yielding significant new ad-
vancements and efficiencies in measurement, fitting, and fabrication of orthotics and
prosthetics.

Within the private sector of the organized field of orthotics and prosthetics we
have seen many technological advancements that have become the standard of care
for amputees and those with orthopedic impairments. The 1980’s and 1990’s were
a time of significant industry investment in orthotic and prosthetic development
that yielded many new advances achieving greater comfort, lighter weight, improved
durability, and especially, increased function. It should be noted that the VA Pros-
thetic and Sensory Aids Service has adopted many of these advancements in O&P
technology and routinely cover these technologies for veterans with orthotic and
prosthetic needs.

While technology has come a long way since the days of wooden legs and heavy
metal braces, much remains to be done. To help plot a research agenda, the Amer-
ican Academy of Orthotists and Prosthetists has recently conducted a series of con-
sensus conferences designed to prioritize such research. In addition, significant ef-
forts have been undertaken in this area by the National Center for Medical Reha-
bilitation Research at the NIH. O&P technology research has also been supported
by at least three other federal agencies, including the National Institute on Dis-
ability and Rehabilitation Research within the Department of Education, the Na-
tional Science Foundation, and the Department of Defense.

The pace of technological research and development has not been matched by the
pace of outcomes research in the O&P field. The VA amputee population alone is
widely disparate. It includes both aging and geriatric veterans who have become ac-
customed to more traditional technology, and newer, younger amputees returning
from conflict abroad whose expectations for prosthetic rehabilitation are extremely
high. In order to build on the successes the VA and the O&P field has had to date,
it 1s necessary that the VA take into consideration that the patient population they
serve is both growing and changing. We believe that these factors will make it vital
for the VA to work more closely with the private sector to help lead the way for
all users of orthotics and prosthetics, veterans and non-veterans, to benefit from
continued research and quality care in this field.

The demand for orthotic and prosthetic services continues to increase, not only
from the influx of amputees and those with musculoskeletal injuries returning from
combat abroad, but also from chronic disease at home. There are nearly 200,000
members of the armed forces now in war zones who will be eligible for VA services
as they leave the military. Young men and women returning from Iraq and Afghani-
stan may need VA services for the rest of their life. Diabetes, and the precursor to
this chronic illness, obesity, are on the rise and are major contributors to amputa-
tion rates and other orthopedic conditions in this country. As the “baby boom” gen-
eration continues to age, the incidence and prevalence rates of orthopedic conditions
will continue to increase significantly.

For these reasons, there is a national need to improve the evidence base of pros-
thetic and orthotic care. Research is needed to develop better measurement instru-
ments that will assist an orthotist or prosthetist with clinical decisionmaking and
verify whether an orthotic or prosthetic intervention achieves a particular clinical
goal. The ability to quantify functional outcomes will result in more accurate and
clinically relevant cost-benefit analyses. These analyses, in turn, will enable more
reliable quality of life studies as related to the application of new technologies cur-
rently being marketed directly to the public.

Furthermore, research is needed to provide measurement tools for the practitioner
to be able to assess performance of the orthosis and/or prosthesis and measure out-
comes in environments outside the traditional clinic setting. It is difficult to utilize
multi-center studies for orthotics and prosthetics due to the problems inherent in
the inter-laboratory reliability of measurements involving gait laboratories. Re-
search is needed to improve multi-center measurement reliability. In order to be sta-
tistically significant, this research should involve studies of sufficient size.

The practice of orthotics and prosthetics is a very personal relationship between
the patient and the practitioner. It is highly clinical and technical, and is for the
remainder of the person’s life. The process of creating a complex treatment plan, co-
ordinating treatment with the various medical and ancillary disciplines necessary
for successful outcome is necessarily protracted. There are many steps in the process
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requiring many appointments to achieve comfort, stability, and function. The end
result is a melding of human flesh and man-made/designed hardware that is
uniquely fit to meet the medical and functional needs of the patient, affording the
Veteran the maximum degree of independence. The entire process is purely cus-
tomized to the particular individual. As such, the practice of quality orthotics and
prosthetics demands practitioner expertise and skilled technique which can vary
considerably from practitioner to practitioner. There is a need for systems which can
capture scientifically the subjective decisionmaking skills of practitioners recognized
for their high level of expertise so that these skills can be shared more widely. When
fully realized, the development of these tools and measurements will improve pa-
tient care across a broad spectrum of the public at a lower cost.

To conduct effective evidence-based research, we believe it is imperative that
there be a strong partnering between the VA and private sector O&P professionals
who have potentially more current experience with such patients. Currently, many
of the O&P services provided by the VA are performed under contract though pri-
vate O&P practitioners. By teaming with the private sector on a comprehensive re-
search agenda, the VA will be able to conduct more reliable research and serve all
orthotic and prosthetic patients more effectively in the future. Considering the inter-
ests of the Department of Defense in providing quality orthotic and prosthetic care
to wounded service men and woman, it stands to reason that DoD would also be
a logical partner in this joint enterprise.

We therefore propose that the VA and DoD fund a joint initiative with ac-
tive involvement from the private sector to create a Prosthetic and Orthotic
Outcomes Research and Treatment Center. Such a center would enable the
military and VA health care systems to work with and alongside the civilian
O&P profession to further develop the evidence base in the field. Such a cen-
ter or network of centers could work cooperatively to further define common
terms, refine functional measurement tools, conduct comparative studies of
various technologies, and measure outcomes of prosthetic and orthotic inter-
ventions to clearly identify which treatment protocols are most effective.

In this manner, patients would benefit from improved, evidence-based approaches
to maximize their functional capacity. Health care payers (both military and civil-
ian) would have additional data in which to base their coverage decisions and maxi-
mize their investment in prosthetic and orthotic services and the prosthetic and
orthotic research community would be spurred into developments that are still on
the horizon and improve education and training or O&P clinicians.

Conclusion:

The O&P Alliance appreciates the opportunity to testify on this very important
issue. We urge the members of the Committee to continue to fund and conduct re-
search in the areas of orthotics and prosthetics, and to work with the private sector
to ensure that this research investment is optimized. We stand ready to work with
this Committee to address these critical issues. Thank you for your consideration
of our views. If you wish to discuss these issues further, please contact Peter W.
Thomas, counsel to the O&P Alliance, at 202—466—6550.

———

Statement of Alvin C. Pike, CP, Lead Prosthetist
Minneapolis, MN, Veterans Affairs Medical Center
Veterans Health Administration, U.S. Department of Veterans Affairs

Congressman Michaud and members of the Subcommittee on Health, thank you
for this opportunity to allow my statement to be a part of your proceedings.

The views and opinions expressed are my own, and do not necessarily represent
those of my current employer, the Department of Veterans Affairs, or those of the
VA research community. They do however represent my 43 years as a prosthetist
with a portion of that time in upper management with the world’s largest manufac-
turer of components for artificial limbs, and leadership offices within the prosthetics
and orthotics profession.

Today we see in the news media—brought about by the coverage given to ampu-
tees from Operation Enduring Freedom/Operation Iraqi Freedom—new high tech
components for prostheses. An essential component to the success of this new tech-
nology is the man/machine interface that is called the socket. Although there have
been numerous variations on socket design over the intervening half century, there
have been no significant biomechanical studies of this integral portion of the pros-
thesis since research done at University of California Los Angeles in the fifties. Any
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variations on basic designs have primarily come from the work of independent clin-
ical prosthetists in private practices.

In addition to socket design, I believe more research is needed on how the align-
ment of the components effect function, on socket suspension methods, and on the
development of evidence based practice.

In 2006, Northwestern University Rehabilitation Engineering Research Center in
Orthotics and Prosthetics conducted an online forum followed by a meeting of
prosthetists, orthotists, research engineers, and users of artificial limbs and braces.
The report generated by this forum/meeting (attached) corroborates the pressing
need for the type of research I have listed above. In fact, though virtually all partici-
pants agreed on the importance of research, most believed the current quantity of
research to be insufficient. I believe this must be rectified to appropriately serve our
veterans.

The following is taken from: Prosthetics/Orthotics Research for the Twenty-first
Century: Summary 1992 Conference Proceedings—John W. Michael, MEd, CPO,
John H. Bowker, MD.

“The period from 1945-1965 is now viewed as a time of unparalleled sci-
entific and technical advances in O&P. Key findings from this era still pro-
vide the conceptual basis for virtually all contemporary techniques. Although
many factors have contributed to the long-term successes of this era, two key
aspects were the coordination of research and evaluation efforts and the
long-term commitment of significant governmental funding.”

“Although the field is currently in a relatively high state of clinical devel-
opment, most advances in recent decades have been technical. Little or no
advances in fundamental principles have occurred since the termination of
significant governmental funding for O&P research and development in the
sixties.”

In closing I would like to quote the Hon. Anthony J. Principi from a speech given
on November 17, 2003, in Arlington, Virginia.

“Good afternoon, and thank you for inviting me to help launch a new be-
ginning for both VA’s orthopedic and prosthetics research and development,
and for a brighter future for America’s disabled servicemembers and vet-
erans, men and women who now bear the burdens of mid-20th cen-
tury technology even as they live surrounded by the envelope pushing
technologies of the 21st century.”

Respectively submitted,
Alvin C. Pike, CP
(Board Certified Prosthetist)
Past President—American Academy of Orthotists and Prosthetists

Attachments: NU State of the Science Report [The attachment is being retained in
the Committee files.]

———

Statement of Hon. John T. Salazar
a Representative in Congress from the State of Colorado

Thank you Mr. Chairman for an opportunity to discuss the important issues of
VA Research programs.

I would like to especially thank our witnesses this morning for their commitment
to our troops.

We have made such advancements in the field of medicine that the likelihood of
dying on the battlefields today is less than in previous wars.

This is the reality. However we’ll never be able to turn those advancements into
real life benefits for our men and women in uniform without the proper funding.

Earlier this year during the budget process, the Administration requested $411
million for FY 2008, a decrease of $2.7 million below FY 2007 levels.

This Committee recommended $452 million, a $38.3 million increase above FY
2007 levels, and $41 million above the VA’s request.

Research is one of the core missions of the Veterans Health Administration, and
we're committed to providing the resources necessary to accomplish that mission.

This Committee, and this Congress, have made a promise to care for our veterans,
and fighting for proper funding is part of that promise.

——
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POST HEARING QUESTIONS AND RESPONSES FOR THE RECORD:

Committee on Veterans’ Affairs
Subcommittee on Health
Washington, DC.

October 11, 2007

Joel Kupersmith, M.D.

Chief Research and Development Officer
Veterans Health Administration

U.S. Department of Veterans Affairs
810 Vermont Avenue, NW

Washington, DC 20420

Dear Dr. Kupersmith:

Thank you for testifying before the U.S. House of Representatives Committee on
Veterans Affairs Subcommittee on Health at the hearing on “VA Research Pro-
grams” held on October 4, 2007.

Please provide answers to the following questions by November 26, 2007.

1. Infrastructure

* As the VA moves forward with construction of new hospitals, what types of
infrastructure should be incorporated into these facilities in order to support
research activities?

* How specifically does aging infrastructure impact the VA’s ability to conduct
research?

2. Collaboration With Other Departments

* How does the VA partner with other agencies (DoD, HHS) in research?

¢ What can the VA do to work more effectively with other agencies to do re-
search and to share resources and information—to ultimately benefit vet-
erans?

3. Phantom Limb and Stump Pain

e What specific research projects does the VA have to address the issue of
phantom limb and stump pain? What future plans does the VA have to con-
duct research on this issue?

4. Eye Trauma

¢ How many OEF/OIF veterans are returning with eye problems?
¢ What is the VA currently doing in terms of eye research? What types of re-
search is planned for the future to help these veterans?

5. Research Priorities

¢ What should be the VA’s top 3 research priorities?
* Do you see these priorities changing over the next 10 years? 20 years? If so,
how?

6. Barriers to Collaboration

We have heard from several sources that there are barriers to the VA getting
research money agencies such as NIH and NIMH.

* Can you please comment on this issue? What is the nature of these barriers?
¢ What can the VA do to make it easier for it to get research money from
these agencies?

7. Intellectual Property

There has been some discussion recently about VA research and intellectual
property—who owns the research.

« Can you please comment on this issue?
* How does the intellectual property issue affect the availability of the most
current medical treatment to veterans?

Again, thank you for your testimony. The Subcommittee looks forward to receiv-
ing your responses by November 26, 2007.

Sincerely,
MICHAEL H. MICHAUD
Chairman
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Questions for the Record
Hon. Michael Michaud, Chairman
Subcommittee on Health House Veterans’ Affairs Committee
October 4, 2007

VA Research Programs Hearing

Infrastructure

Question 1: As the VA moves forward with construction of new hospitals, what
types of infrastructure should be incorporated into these facilities in order to sup-
port research activities?

Response: Most research within the Department of Veterans Affairs (VA) is car-
ried out by researchers who are affiliated with medical schools or other institutions
of higher learning. In general, a decision to include research space within a new VA
facility depends upon the strength of the current VA and academic affiliate research
efforts (in the case of replacement facilities), or on the research potential of the aca-
demic affiliate (in the case of new facilities). In general, it is not a prudent use of
resources to build research infrastructure at a VA hospital in the absence of a
strong academic affiliate or nearby Federal laboratory.

In those facilities where establishment of a research program is appropriate, such
as those affiliated with top medical schools, it is critical that it be built for flexible
long-term use. Current laboratory research requires laboratories which are readily
reconfigured to meet new research demands. This generally requires more electrical
power, better ventilation and more plumbing than are found in older laboratories
or in less expensive “fixed” laboratory designs. Such laboratories are likely to be ap-
propriate for state-of-the-art genomic and physiologic research. Facilities may need
specially configured rooms for modern human and animal imaging equipment, in-
cluding magnetic resonance imaging systems and microscopes, computed tomo-
graphic scanners and the like. Similarly, construction of flexible animal facilities
that are capable of providing humane care for a variety of species ranging from ro-
dents to primates is advisable. Engineering laboratories that are capable of fabri-
cating prosthetic devices as well as microelectromechanical systems facilitate re-
search efforts to restore function to veterans suffering traumatic injuries in war.
State-of-the-art clinical research units facilitate the translation of basic research
findings into life-saving and life-enhancing medical treatments. All require informa-
tion technology support which is both state-of-the-art and specific to the research
undertaken in an individual facility.

Question 2: How specifically does aging infrastructure impact the VA’s ability to
conduct research?

Response: Aging infrastructure at some VA facilities negatively impacts VA’s
ability to conduct research by impeding the recruitment of new investigators, who
are often put-off by aging facilities. Inadequate electrical supplies and ventilation
makes it difficult to support state-of-the-art research equipment, making it both
more difficult for investigators to compete for scarce VA and National Institutes of
Health (NIH) research funding, and more difficult to carry out uniquely VA research
aimed at improving the physical and mental health of those suffering injury during
military service. In spite of these limitations, however, VA researchers continue to
carry out world-class laboratory and clinical research which is published in top jour-
nals such as Science, Nature and The New England Journal of Medicine. This re-
search improves the health of veterans and often that of the general public and is
America’s most cost-effective medical research investment.

Collaborations With Other Departments

Question 3: How does the VA partner with other agencies (DoD, HHS) in re-
search?

Response: Through VA’s academic affiliations and collaborations with other enti-
ties, VA research is fully integrated with the larger biomedical research community.
VA scientists partner with colleagues from other Federal agencies [e.g., the Depart-
ment of Defense (DoD) and the National Institutes of Health (NIH)], academic med-
ical centers, non-profit organizations and commercial entities nationwide to further
expand the reach and scope of VA research. Partnering and coordinating is accom-
plished at both the national and local levels. At the national level, VA scientific pro-
gram managers work closely with their colleagues in other agencies to develop joint
solicitations, identify partnering opportunities, review programs to eliminate redun-
dancy and establish mechanisms such as joint scientific conferences to keep our re-
search at the cutting edge. Additionally, national program staff enlist scientists from
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DoD, NIH, other Federal agencies and academia to participate on peer review pan-
els of VA research, and assist in finding VA scientists to serve on the peer review
panels of other agencies. On the local level, VA scientists collaborate extensively
with other agencies through collaborative research projects, intergovernmental per-
sonnel agreements, memoranda of understanding, interagency workgroups and
other mechanisms.

Question 4: What can the VA do to work more effectively with other agencies
to do research and to share resources and information—to ultimately benefit vet-
erans?

Response: VA is currently implementing NIH’s electronic research administra-
tion (eRA) system for the submission, review and tracking of research proposals sub-
mitted by VA investigators. By sharing a common platform and database for re-
search, scientific program managers in VA and other agencies can better coordinate
scientific efforts. Additionally, VA’s Office of Research and Development (ORD) is
working with VA’s Office of Information and Technology and other Federal agencies
to develop secure systems for data sharing and exchange.

Phantom Pain and Stump Pain

Question 5: What specific research projects does the VA have to address the
issue of phantom limb and stump pain? What future plans does the VA have to con-
duct research on this issue?

Response: VA’s ORD supports a growing portfolio in pain-related research. VA
investigators are examining the complexities of pain and how best to ameliorate its
disabling effects among veterans, including those with phantom limb pain, as well
as pain related to the residual limb, spinal cord injury, multiple sclerosis, osteo-
arthritis, back disorders and other conditions.

Basic research is aimed at understanding the underlying molecular basis for pain,
while applied work is examining traditional pharmacologic means and interventions
such as cognitive behavioral therapy. It is anticipated that discoveries from these
projects will provide information in pain management and underlying sources of
pain.

In one exciting recent study, VA investigators identified specific channels respon-
sible for conveying pain signals to the brain (Nature. 2006; 444(7121):831-832). VA
researchers are exploiting this finding to develop new pain treatments.

In other ongoing projects, VA researchers are conducting imaging studies to iden-
tify and examine sources of pain; investigating enhancements to pain control from
conservative therapy, including oral and topical analgesics, to corticosteroid injec-
tions, electrical stimulation and socket reshaping; and examining the effectiveness
of exercise (e.g., strengthening, flexibility-enhancing and cardiovascular enhance-
ments) to ameliorate pain.

VA’s research program plans to expand on its current pain research initiatives to
develop novel therapies to address pain, develop new ways to improve coping strate-
gies and rehabilitative outcomes and test new paradigms of pain assessment, man-
agement and treatment.

Eye Trauma

Question 6: How many Operation Enduring Freedom/Operation Iraqi Freedom
(OEF/OIF) veterans are returning with eye problems?

Response: Since the majority of the eye injuries requiring eye surgery are cared
for by military (DoD) ophthalmologists prior to release from active duty, DoD would
be the appropriate source for comprehensive data related to eye injuries or trau-
matic brain injury (TBI) suffered in OEF/OIF combat and any vision loss resulting
from those injuries. VA Eye Care Services is collaborating with DoD to develop a
database related to eye injuries and TBI related vision loss.

VA does have data on OEF/OIF patients who have received rehabilitation services
in the VA blind rehabilitation centers. In July 2007, data from President’s Commis-
sion on Care for America’s Returning Wounded Warriors indicated that 48 OEF/OIF
veterans had been treated by VA blind rehabilitation centers; as of October 2007,
53 OEF/OIF veterans were admitted for treatment.

Question 7: What is the VA currently doing in terms of eye research? What types
of research are planned for the future to help these veterans?

Response: VA’s ORD supports a broad portfolio of vision-related research seeking
to improve everyday function and quality of life among veterans suffering from vi-
sion loss, whether from acute trauma or due to age-related changes. Research ex-
tends from practical aspects of way-finding (i.e., maneuvering in the environment)
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to the development of advanced intraocular transplants. Several individual research
projects and two centers of excellence (Aging Veterans with Vision Loss; Innovative
Visual Rehabilitation) focus on the rehabilitation of low-vision and blind veterans.

VA supported research has led to measurement tools such as the VA Low Vision
Visual Functioning Questionnaire (long and short form) that is used in clinical prac-
tice to measure functional ability of low vision patients and to measure patient-cen-
tered outcomes of low vision rehabilitation. This questionnaire is used in both VA
and non-VA clinics.

Current work involves advanced orientation and way-finding technologies for low
vision and blind veterans to allow them to navigate independently in various envi-
ronments. This includes the use of talking Braille signs, global positioning systems
and virtual reality training systems to use in rehabilitation activities. Work is also
under way to develop a retinal implant (type of neuroprosthesis) to restore vision
to the blind.

Future planned research includes visual robots for orientation and way-finding of
low vision and blind veterans; further development of retinal implant technology;
and rehabilitation strategies for veterans with dual sensory impairment (vision and
hearing), which is occurring due to trauma, as well as age-related phenomena.

Research Priorities
Question 8: What should be the VA’s top 3 research priorities?

Response: It is crucial that VA’s research programs remain focused on veterans’
high priority healthcare needs. The quality of the research and relevance to the vet-
eran population remain the determining factors in deciding what studies to fund.

The top three priority areas for VA research include:

e The needs of returning OEF/OIF veterans, including TBI and other
neurotrauma, such as sensory loss and spinal cord injury; post-deployment men-
tal health, including post-traumatic stress disorder and depression; prosthetics
and amputation healthcare; pain; polytrauma (i.e., complex, multiple traumas);
and access to care for OEF/OIF veterans;

¢ The needs of the aging veteran population, particularly treatments for chronic
diseases; and

* Personalized medicine, meaning increasing our understanding of the role of ge-
netics and other individual issues in diagnosis and treatment of illnesses to
allow VA to provide care that is tailored specifically to the makeup of individual
veterans. VA is uniquely positioned to lead in this area because of its large pa-
tient population that is stable, diverse and treated in a variety of settings, care
system with outstanding investigators and an integrated research network and
unrivaled electronic health record.

Question 9: Do you see these priorities changing over the next 10 years? 20
years? If so, how?

Response: Because the mission of VA research is to improve veterans’ lives, our
priorities will adapt as the needs of veterans change. Although we cannot predict
all those needs for the future, we do rely on projections in the veteran population
as well as trends in medical research and medical care. It is certain that VA re-
search will need to increasingly address the needs of OEF/OIF veterans, including
the long-term outcomes of post-traumatic stress disorder (PTSD), TBI and other
blast injuries, which are creating the types of complex co-occurring illnesses pre-
viously limited to elderly. OEF/OIF TBI veterans may have a life expectancy of 50
years or more, so their health and care-giving needs are considerable. Additionally,
as the demographics of the military change (e.g., increased women veterans and mi-
nority veterans) our research will adapt to address their unique issues.

We also anticipate by changing the expectation of veterans and their caregivers,
VA research will be prompted to create innovations that promote more personalized,
community-based options for care. Rapid learning and needs assessment using im-
proved tools for “data mining” the personalized health record is a critical strategy
for the next 10 years and beyond.

Finally, based on recent and projected advances in our understanding of biological
systems underlying illness, we anticipate that genomics and related research will
play an increasingly larger role in VA’s research portfolio. Genomic medicine has
the potential to significantly improve the quality of care for veterans, especially in
the treatment of chronic diseases. Recent research findings have shown that
genomic medicine shows great promise to prevent adverse drug reactions, person-
alize clinical care, customize drug treatments and improve outcomes.
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Barriers to Collaboration

We have heard from several sources that there are barriers to the VA getting re-
search money from agencies such as NIH and NIMH.

Question 10: Can you please comment on this issue? What is the nature of these
barriers?

Response: VA investigators have, in fact, been successful in competing for and
receiving increased funding from the NIH and other Federal research sponsors over
the past several years. Much of this funding is administered by academic affiliates
or by VA-affiliated nonprofit research and education corporations (NPC) which pro-
vide a flexible funding mechanism for the administration of non-VA funds.

While there are no statutory or regulatory barriers to VA obtaining research
funds from NIH and other Federal agencies and administering them through aca-
demic affiliates or NPCs, there are some administrative barriers. Currently, a lim-
ited number of NPCs administer Federal funds, and many lack the resources and
expertise needed to do so. Dual-appointment researchers (i.e., VA and academic af-
filiate) generally have its Federal funds administered through the university, but
the few VA researchers without university appointments do not have this option.

Question 11: What can the VA do to make it easier for it to get research money
from these agencies?

Response: VA is currently working on solutions regarding the administration of
federal funds by NPCs, including consolidation and training.

Intellectual Property

There has been some discussion recently about VA research and intellectual prop-
erty—who owns the research.

Question 12: Can you please comment on this issue?

Response: If intellectual property (IP) is created in the course of VA research,
VA may assert ownership of the IP and file patent applications, as appropriate, or
pursue other means of protecting and encouraging the development of the research
discovery. The decision to assert ownership depends on the presence and degree of
VA contribution, including facilities, funds, information, equipment, materials and
employee time.

Because most VA investigators have dual appointments with an academic affil-
iate, one or more university partners may also assert ownership to VA intellectual
property. To address this unique relationship and to facilitate cooperation between
the VA and academic affiliates, VA developed a Cooperative Technology Administra-
tion Agreement (CTAA). This legal agreement outlines relevant definitions, terms
and conditions for managing the intellectual property, and allows the joint owners
to work as one decisionmaking body in the best interest of technology transfer and
development. The CTAA preserves VA ownership, while granting the university the
necessary authority to protect and market the IP.

If IP is created in the course of privately sponsored VA research, VA maintains
ownership of all data and IP emerging from these agreements. The sponsor often
is granted an up front, non-exclusive license to IP resulting from the study.

Question 13: How does the intellectual property issue affect the availability of
the most current medical treatment to veterans?

Response: It generally has no effect because discoveries that emerge from VA re-
search are typically in an early stage of development, requiring further reduction
to practice, validation and scale-up before they can provide any benefit to veterans.
This development work is generally beyond the scope and mission of VA, so a com-
mercial partner who is willing to commit considerable resources and assume signifi-
cant risk is needed. Patents allow the commercial partner to take the development
risk with some promise of financial return.

The VA currently is reviewing several allegations of patent infringement in which
the patent owners allege that their inventions are used or manufactured by or for
VA without license of the owner thereof. The technologies range from cardiovascular
stents to hearing aids. If the allegations are proven, the ultimate costs of providing
such devices to veterans may increase. However, a perfected government use license
acquired in consideration of VA contributions may be offered as a defense.

——
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Committee on Veterans’ Affairs
Subcommittee on Health
Washington, DC.

October 5, 2007

Honorable Gordon Mansfield

Acting Secretary

U.S. Department of Veterans Affairs
810 Vermont Avenue, NW
Washington, DC 20420

Dear Secretary Mansfield:

On Thursday, October 4, 2007, Dr. Joel Kupersmith, MD, Chief Research and De-
velopment Officer, Veterans Health Administration, testified before the Sub-
committee on Health on the U.S. Department of Veterans Affairs Research Pro-
grams. As a follow-up to the hearing, I request that Dr. Kupersmith respond to the
following questions in written form for the record:

1.

Please list the number of invention patents VA has processed, retained owner-
ship rights, and retained sole ownership rights since VA’s Technology Transfer
Program was established in 2000. Additionally, provide an estimate of the
number of “lost opportunities” and the reason the Department did not pursue
these opportunities.

. Please explain the mechanisms of joint patents filed by VA with its academic

partners. Specifically, how are respective “contributing shares” determined? As-
suming the subsequent licensing of those patents, how are royalty distributions
between partners determined? Are royalty distributions received by the VA
under those circumstances, in force over the life of the patent, or are VA’s roy-
alties received in one lump sum?

. What are some challenges VA faces in deploying the latest state-of-the art

prosthetics research into prosthetic care for veterans?

. What collaborative activities are VA and the U.S. Department of Defense

(DoD) currently conducting? Is there a Memorandum of Agreement or Memo-
randum of Understanding between VA and DoD for collaborative research?
What about for other federal departments?

. How do VERA funds support VA research? Are such funds actually received

by the medical center, and in the research laboratory? How does VA know this
to be the case? What monitors does VA use to ensure these funds are allocated
to research?

. Has VA completed its study to identify deficiencies in VA’s research infrastruc-

ture? Has VA developed a prioritized plan to renovate and modernize VA re-
search infrastructure? If so, please provide a list of the prioritized research fa-
cility projects and include the cost of the project and implementation timeline.

. What training does VA provide researchers on VA Data Security and Privacy

policies? How is this training verified and tracked? How many VA researchers
have not received the training? Does VA require encryption for all researchers
accessing VA data?

. The Office of Inspector General has released a number of reports recently on

problems with researchers operating outside the scope of practice. What steps
is VA taking to ensure that researchers are acting within their scope of prac-
tice? Does VA believe that a researcher operating outside their scope of prac-
tice constitutes a violation of human subjects protections? How are researchers
trained on human subjects protections? Is this training documented? How often
is this training provided?

The attention to these questions by the witnesses is much appreciated, and I re-
quest that they be returned to the Subcommittee on Health no later than close of
business, 5:00 p.m., Friday, November 2, 2007. If you or your staff have any ques-
tions, please call Dolores Dunn, Republican Staff Director for the Subcommittee on
Health, at 202-225-3527.

Sincerely,
Jeff Miller
Ranking Member
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Questions for the Record
The Honorable Jeff Miller, Ranking Republican Member
Subcommittee on Health
House Committee on Veterans’ Affairs
October 4, 2007

VA Research Programs

Question 1: Please list the number of invention patents VA has processed, re-
tained ownership rights, and retained sole ownership rights since VA’s Technology
Transfer Program was established in 2000. Additionally, provide an estimate of the
number of “lost opportunities” and the reason the Department did not pursue these
opportunities.

Response: Since 2000, the Department of Veterans Affairs’ (VA) Technology
Transfer Program (TTP) has received 1,226 invention disclosures. VA retained
rights to 744 of these inventions. Of those inventions, 69 are solely owned by VA.

Each of VA’s inventions has undergone a commercial and patentability assess-
ment by either VA or the academic affiliate. As such, VA’s TTP has taken advantage
of all opportunities on those inventions disclosed since the program was established
in 2000. The commercial and patentability assessment can include discussions with
the VA inventor, patentability opinions from VA contract patent attorneys and tech-
nology assessments from marketing contractors. VA has marketed all its inventions
in hopes of finding a licensee or a cooperative research and development partner to
advance the technology and bring it to market.

Question 2: Please explain the mechanism of joint patents filed by VA with its
academic partners. Specifically, how are respective “contributing shares” deter-
mined? Assuming the subsequent licensing of those patents, how are royalty dis-
tributions between partners determined? Are royalty distributions received by the
VA under those circumstances, in force over the life of the patent, or are VA’s royal-
ties received in one lump sum?

Response: Most VA investigators have dual appointments with an academic affil-
iate. This often results in co-ownership of an invention between VA and the aca-
demic affiliate. To address this unique relationship and facilitate and enhance the
cooperation between VA and academic affiliates, VA developed a cooperative tech-
nology administration agreement (CTAA). This agreement outlines relevant defini-
tions, terms and conditions for handling co-owned intellectual property (IP). Using
the CTAA preserves VA ownership while providing the university the needed au-
thority to effectively patent and market the IP. The CIM also has a provision that
if the university chooses not to patent or market an invention VA has the right to
do so. Currently, VA has executed 76 CIMs with some of the leading research insti-
tutions in the country, including Harvard, Yale, Stanford and the entire University
of California system.

VA’s “contributing shares” are calculated in terms of the number of VA inventors
as a proportion of the total number of inventors. For example, if an invention has
two inventors, one full-time VA staff and one non-VA university staff, the “net rev-
enue” split would be 50 percent to VA and 50 percent to the university.

“Net revenue” is defined as total revenue, minus royalties paid to the inventors,
expenses (e.g., patent filing costs) and a 15 percent administrative fee. All net reve-
nues are to be paid annually over the life of the patent or for the term specified
in the license.

Question 3: What are some challenges VA faces in deploying the latest state-of-
the-art prosthetics research into prosthetic care for veterans?

Response: New and emerging technology (e.g., bionics, microprocessors and elec-
tric and myoelectric components) is becoming commercially available at a very quick
pace. In addition, manufacturers make claims and develop criteria about new prod-
ucts for which there is very little scientific or clinical evidence. We have in the past
worked with researchers and developers on new and emerging technologies in clin-
ical settings, where we have fit a variety of new devices over the years. Some exam-
ples include: Advanced Body Powered Arm; Synergetic Prehensor; Modular Elec-
tronic Locking/Unlocking Actuator (for elbow); and the Hypobaric Lower Limb Sus-
pension Systems. It is critical that VA continue to evaluate these new products in
the process, and develop criteria by consulting with clinicians and researchers spe-
cializing in new and emerging technology.

Question 4: What collaborative activities are VA and the U.S. Department of De-
fense (DoD) currently conducting? Is there a Memorandum of Agreement or Memo-
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randum of Understanding between VA and DoD for collaborative research? What
about for other federal departments?

Response: In the context of research, VA’s Office of Research and Development
(ORD) has a long history of collaboration with DoD and collaboration has substan-
tially increased over the last 2 years. Individual research projects currently under
way are examining a wide range of topics, including traumatic brain injury (TBI),
polytrauma, prosthetics and amputation healthcare, post-traumatic stress disorder
(PTSD) and other post-deployment mental health, burns and pain.

High-level planning and coordination of research efforts in response to the needs
of Operation Enduring Freedom/Operation Iraqi Freedom (OEF/OIF) veterans began
in May 2006, with an interagency workgroup planning conference that mapped the
landscape of post-deployment mental health issues. The conference report is avail-
able at: www.research.va.gov/news/announcements/deployment-meeting.cfm. This
planning conference led to an inter-agency solicitation for research proposals.

A subsequent senior leadership meeting held at Fort Detrick, MD, on November
13, 2006, articulated further principles for collaboration and identified TBI and
PTSD as key topics for coordinated effort.

ORD scientific leadership participated June 11-13, 2007, in a DoD-sponsored
PTSD/TBI vision setting meeting, in which plans were articulated for the use of the
$300 million supplemental appropriation received by Defense Health Programs for
PTSD and TBI research. Senior ORD scientific staff continues to work closely with
the DoD’s Congressionally mandated medical research programs to implement the
$300 million supplemental appropriation in support of PTSD and TBI research. It
is anticipated that VA researchers will submit proposals and collaborate extensively
with their DoD counterparts in this Congressionally directed initiative.

In addition, ORD is currently planning, in collaboration with DoD investigators,
a state-of-the-art conference on OEF/OIF-relevant research, which will be presented
to a joint VA/DoD audience in the spring of 2008.

Furthermore, VA and DoD regularly involve each other in the evaluation of re-
search proposals and funding selections.

Memoranda of Understanding exist between VA and DoD, as well as other Fed-
eral departments, for specific research projects.

Question 5: How do VERA funds support VA research? Are such funds actually
received by the medical center, and in the research laboratory? How does VA know
this to be the case? What monitors does VA use to ensure these funds are allocated
to research?

Response: The Veterans Equitable Resource Allocation (VERA) allocates research
support funds based on the total expenditures of funded research at each medical
center. These expenditures are weighted based on whether the research is adminis-
tered by VA or is peer reviewed. The total amount allocated in VERA is based on
the estimates for medical care support to research as submitted in the President’s
medical programs budget request.

Networks distribute to medical centers research support funds as they are com-
puted for each medical center, care line or product line. Each medical center, care
line or product line explicitly accounts for, and obligates, research support funds to
support the salaries of clinician-researchers, and research facilities and administra-
tive costs. Research support expenditures are monitored on the local level by admin-
istrative officers for research, working in partnership with facility fiscal staff.

Question 6: Has VA completed its study to identify deficiencies in VA’s research
infrastructure? Has VA developed a prioritized plan to renovate and modernize VA
research infrastructure? If so, please provide a list of the prioritized research facility
projects and include the cost of the project and implementation timeline.

Response: VA’s Office of Research and Development has established a research
infrastructure evaluation and improvement project to review VA’s research facilities
and identify deficiencies.

A detailed questionnaire regarding current research space allocation and condition
was disseminated to all field sites to gather preliminary information. Preliminary
results showed a need for research infrastructure corrections across the system. To
better document and prioritize issues identified in the preliminary assessment, a
comprehensive evaluation instrument designed to ensure a thorough and consistent
system-wide review of research space was developed and tested at three pilot sites.
A summary of the three pilot surveys completed will be provided in a report to Con-
gress in the near future.

In addition, VA recently selected a contractor to complete the research facility site
visits. Three site visits were conducted in September 2007. Over the next 3 years,
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approximately 70 more site visits will be conducted. VA plans to issue reports to
Congress periodically, as appropriate, describing the efforts undertaken.

Because the research infrastructure evaluation and improvement project is still
under way, a prioritized list of research facility projects is not available.

Question 7: What training does VA provide researchers on VA Data Security and
Privacy policies? How is this training verified and tracked? How many VA research-
ers have not received the training? Does VA require encryption for all researchers
accessing VA data?

Response: All staff involved in VA research, not just researchers, are required
to take the course VA Research Data Security and Privacy. This includes all VA re-
search office personnel, researchers, study coordinators, research assistants, train-
ees such as house officers and students, administrative support staff (including sec-
retaries and clerks) and members of the Institutional Review Board (IRB) and Re-
search and Development Committee. Personnel includes compensated and without
compensation employees and those on Intergovernmental personnel agreements
(IPAs). Local VA facilities must maintain documentation that training requirements
have been met.

As of October 12, 2007, 20,929 people have taken the course since VA began offer-
ing it in February 2007. Data does not exist on how many researchers have not
taken the course.

In addition, all Veterans Health Administration (VHA) staff are required to take
the VA Cyber Security Awareness Training Course and the VHA Privacy Policy
Training Course.

VA Handbook 6500 requires that VA sensitive information, including sensitive re-
search data, must be in a VA protected environment at all times or it must be
encrypted. All portable media (e.g., laptops, portable drives, thumb drives, compact
discs) that contain VA sensitive information must be encrypted.

Question 8: The Office of the Inspector General has released a number of reports
recently on problems with researchers operating outside the scope of practice. What
steps is VA taking to ensure that researchers are acting within their scope of prac-
tice? Does VA believe that a researcher operating outside their scope practice con-
stitutes a violation of human subjects protections? How are researchers trained on
human subjects protections? Is this training documented? How often is this training
provided?

Response: VA’s Office of Research and Development (ORD) requires a scope of
practice for researchers and staff working on human subjects research protocols.
The scope of practice is based on the occupational category under which the person
is hired and the person’s qualifications, including licensure and training. In addi-
tion, the scope of practice is agreed upon by the person’s immediate supervisor and
the associate chief of staff for research and development.

Each VA facility is responsible for the credentialing of all research employees and
the local research office ensures that this is done and that a scope of practice has
been developed. The principal investigator for each protocol is responsible for all as-
pects of that research and, as such, ensures that the research staff is qualified to
perform their duties and that the duties are consistent with the scope of practice.

Working outside of a scope of practice may or may not represent harm to subjects.
It depends on the specific task or procedure that was conducted and the specific re-
search protocol. Working outside the scope of practice may also violate other Federal
and State laws such as practicing medicine without a license.

All staff involved in VA human research (except secretarial support staff) is re-
quired to have annual training in good clinical practices and the ethical principles
of human research protection. Most individuals meet this requirement by taking the
same online Collaborative Institutional Review Board Training Initiatives (CITI)
course used by many academic institutions. If VA facilities obtain permission from
ORD, they may substitute other comparable training (e.g., in person courses that
cover the material). CITI keeps electronic records of everyone who completes the
course. This is an annual training requirement.
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