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OVERSIGHT HEARING TO REVIEW THE DEPARTMENT
OF VETERANS AFFAIRS MEDICAL AND PROSTHETIC
RESEARCH PROGRAM

Wednesday, June 7, 2006

House of Representatives,
Committee on Veterans’ Affairs
Washington, D.C.

The Committee met, pursuant to call, at 12:37 p.m., in Room 334,
Cannon House Office Building, Hon. Steve Buyer [Chairman of the
Committee] presiding.

Present: Representatives Buyer, Brown of South Carolina, Turner,
Michaud, Berkley, Reyes, Brown of Florida, Stearns, Snyder.

THE CHAIRMAN. The full Committee of the House Veterans’ Affairs
Committee will come to order on June 7th, 2006. Today we are meet-
ing to review the Department of Veterans Affairs medical and pros-
thetic research programs.

The hearing will focus on: One, the relevance of VA research to the
clinical treatment of veterans; two, special research projects identi-
fied in the department’s fiscal year 2007 budget submission, Opera-
tion Iraqi Freedom and Operation Enduring Freedom initiatives, ge-
nomic medicine, and the need for upgrading and modernization of VA
research facilities.

The VA conducts an extensive array of research and development
as a complement to its affiliations with medical schools nationwide.
While these programs are specifically targeted to the needs of vet-
erans, they are intentionally recognized and have made important
contributions across the spectrum of healthcare.

The department’s researchers have played key roles in innovating
and improving artificial limbs, lifts, wheelchairs, establishing better
treatment for tuberculosis, and developing the cardiac pacemaker,
the CAT scanner, the MRI, and others.

The first kidney transplant in the United States was performed
at a VA medical center and so was the first multi-organ transplant.
VA contributions to medical knowledge have won its scientists many
prestigious awards.
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The VA’s Office of Research and Development oversees a broad re-
search program that focuses on biomedicine, rehabilitation, health
services, and clinical trials. Targeted research centers focus on spe-
cific conditions or methods of improving quality care throughout the
VA.

Four services organized their efforts in the organization of health-
care systems around the disease and health conditions that are prev-
alent among veterans, such as the treatments for mental illness, re-
habilitation of those who have suffered loss of limb, spinal cord injury
and traumatic brain injury, organ transplants, and kidney dialysis.

The Committee values the research performed by the VA. While
veterans are the direct stakeholders in the VA R&D mission, VA re-
search has defined new standards of care that benefit all Americans.
In the past year alone, dozens of major research findings have been
reported in scientific literature and in the news media.

Good research is expensive. The Administration asked for $399
million for medical and prosthetic research for 2007, $13 million be-
low the preceding year. The Administration relied on federal and
nonfederal resources such as grants to make up the proposed differ-
ence.

On May 19th, the House passed the Military Construction, Mili-
tary Quality of Life, Veterans’ Affairs Appropriation Act appropriat-
ing $412 million for medical and prosthetic research, the same level
as last year and a $13 million increase over the Administration’s re-
quest.

While that figure is less than this Committee has recommended,
time will tell if the awards for the federal and nonfederal sources will
pan out as hoped. Now, we want to discuss that with the first panel.

The Administration’s fiscal year 2007 budget submission identified
two specific research projects: the OIF/OEF initiative andin the ge-
nomic medicine. This initiative will allow all parts of VA’s research
office to provide new tools for clinicians to treat the physical and psy-
chological pain of these veterans, determine how to improve access to
healthcare and accelerate applications, especially for PTSD diagnosis
and treatment, state-of-the-art amputation and prosthetic methods,
and polytrauma.

The VA’s Genomic Medicine Program, participation in which is
strictly voluntary among veterans, will link patients’ genetic infor-
mation with their existing electronic health record. This will help
us understand the role of genetics in prevention and cure and poten-
tially even enabling the mass customization of medical treatment.

I am pleased to hear that this program will also address subjects’
rights, informed consent, privacy, and ownership of genetic material
involved with genetic tissue banking.

The program will be administered and overseen by a Scientific Ad-
visory Committee, an Ethical Oversight Committee, and Veterans’
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Advocacy Group. And so we are interested in that, Dr. Watson. That
1s the purpose of your presence.

Additionally, in March, Secretary Nicholson formed this Advisory
Committee of internationally-recognized scientists and veterans’ ad-
vocates to advise the department on emerging issues in this field of
medicine.

We are interested in hearing from the department on how they in-
tend to prioritize these new initiatives against those areas that VA’s
currently engaged in such as diabetes and cardiovascular disease.

VA research has long benefited from collaboration with teaching
schools and other entities, and this Committee has promoted a wider
use of innovative collaboration in healthcare delivery generally.

As we enhance how we conduct research and provide care, we must
be mindful of the infrastructure we rely on. VA’s healthcare and
research infrastructure continues to age and will require additional
attention.

The Appropriations Committee has recently recommended $12 mil-
lion to begin an effort to modernize and upgrade research facilities to
ensure the state-of-the-art technology, equipment, and facilities are
provided to support state-of-the-art research.

And I will note and I appreciate, Dr. Perlin, my visit to the collab-
orative research facility in Charleston. The Hollings? It is for cancer,
isn’t it?

Dr. PERLIN. Yes.

THE CHAIRMAN. All right. Thank you.

I look forward to hearing from the witnesses.

At this time, I will yield to Mr. Michaud for any opening statement
he may have.

MR. MicHaup. Thank you very much, Mr. Chairman.

I, too, want to welcome each of the witnesses here today on both
panels and want to thank you, Mr. Chairman, for holding this hear-
ing.

The VA has long been at the forefront of needed and innovative
research. The work performed by the VA helps perhaps the most de-
serving population in our society -- veterans and their families.

Breakthroughs have often helped VA and nonveterans alike. VA
medical research is an effort that we all support and all wish to en-
hance as well. Unfortunately, dollars needed to maintain the quality
of research are becoming more and more scarce as medical inflation
and flat funding erodes budgets.

I look forward to hearing how the VA will prioritize the many re-
search initiatives underway and how VA plans to keep its research
facilities on the cutting edge of technology.

VA has a responsibility to focus its research so that it will best as-
sist those that it is supposed to help.

For example, we have, among others, two distinct populations
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that need medical research to produce results immediately. Our ag-
ing veterans are dealing with end-of-life complications. VA medical
research can improve the golden years for these veterans. Opera-
tion Enduring Freedom and Operation Iraqi Freedom veterans have
significantly different challenges related to the war in which they
served. Again, VA research can make breakthroughs and can im-
prove the quality of their lives.

Given the current funding level, I am concerned for the ability of
VA to fund research that helps VA’s traditional patient base and
also returning servicemembers. We need to look at greater collabo-
rations, strengthening of bonds between VA and non-VA public and
private entities. We need to encourage researchers to pursue and win
grants. But these efforts cannot be a replacement for appropriating
additional dollars.

We need to do better than flat funding to ensure that VA continues
to attract the best personnel and stays at the forefront of medical
research as well. VA research is not an academic endeavor. It is es-
sential for improving the quality of care available to our veterans.

Lastly, on the front page of today’s Washington Post, there is an
article entitled Data Theft Affects Most In Military. This data breach
affected the sensitive personal information of 26.5 million veterans
and servicemembers.

In light of this, I would like the VA to address what steps it has
taken to safeguard sensitive personal information in its research pro-
gram and what steps it plans on taking to protect the privacy and
security of the genetic information it obtains as part of its Genomic
Research Program.

So, Mr. Chairman, again, I would like to welcome each of the panel-
ists. I look forward to their testimony. And I want to thank you for
having this very important and meaningful hearing.

THE CHAIRMAN. Thank you, Mr. Michaud.

Mzr. Brown, you are recognized for an opening statement.

MR. BrowN oF SoutH CAROLINA. Thank you, Mr. Chairman.

I also would like to express my thanks to you for holding this very
important hearing today and thank you to all of you who have agreed
to testify. Ilook forward to working with you on appropriate prioriti-
zation of the research projects and infrastructure needs in the coming
years. Again, thank you for being here.

We have a critical oversight role on this Committee as it relates to
research. While we tend to focus most squarely on the direct medical
care the VA provides to our service men and women, research is a key
mission of the VA, and our veterans have come to rely on the many
advances that we have developed inside VA’s walls and in collabora-
tion with other public and private entities.

I am eager today to accomplish a few things: Number one, first
to welcome the new Chief of Research before this Committee, Dr.
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Kupersmith; number two, explore the emerging priorities, some of
which have been laid out in the Administration’s fiscal 2007 budget
request, and to better understand the practical clinical application
of the proposed initiatives; and, finally, number three, get a better
sense of what the research infrastructure requirements will look like
in the future.

We are all very aware of the great many successes VA has had in
the area of research, but today we are taking a somewhat rare oppor-
tunity to showcase it.

As I said at the offset, Mr. Chairman, both of us here on this Com-
mittee and the veterans we represent have become increasingly aware
of the fruits of VA’s research efforts. However, I think that the public
in general has had little exposure to just how much the department
has contributed to the national research efforts and debate.

Today Dr. Perlin and Kupersmith will have the opportunity to
share that in a very public forum.

Again, I welcome everyone here today and thank you, Mr. Chair-
man, for doing what has been entitled Innovative Week here in the
Congress holding a hearing on this very important subject. And I
yield back the balance of my time.

THE CHAIRMAN. Thank you, Mr. Brown.

Ms. Berkley, do you have an opening statement?

Ms. BerkLEY. If I may, thanks.

THE CHAIRMAN. Yes.

Ms. BeErkLEY. Thank you. Thank you, Mr. Chairman.

Good afternoon, gentlemen. It is always a pleasure to have you, Dr.
Perlin. I am anxious to hear your testimony, so I am not going to talk
very long. But I did want to share with you an experience I had and
have somebody comment on it.

Since I voted to go into Iraq or give the President authority to go
into Iraq, I think it is important to be here when our troops come
home. So whenever I have an opportunity -- it is not very often -- I go
to Walter Reed and I visit with our troops that have been injured.

There was one in particular the last time I was there a few months
back that I visited with. And here is a young man, 24-year-old lieu-
tenant, lost his arm and his leg in an operation in Baghdad and the
arm and leg that he has remaining are not working.

And when I went into the hospital room, his young wife was by his
bed and his dad, who is a retired school teacher, was at the foot of his
bed. And we started talking and, you know, it never fails to amaze
me how extraordinary these people are. And rather than talking
to me about what happened to him, he shared with me information
about the two men that he unfortunately lost in this operation where
he lost his arm and his leg.

On top of his bed, there was a chalkboard and there were monthly
goals. And it was like March, sit up; April -- and these may not be the
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ones, but close enough -- April, stand up; May, fitted for prosthetic de-
vices. And I walked out of the room feeling that, you know, this kid is
going places and just a wonderful attitude and a tragedy, however.

Imagine my chagrin when I get the VA budget and the Administra-
tion cuts $13 million out of prosthetic research. Now, I understand
that we have moved that up, so now I think we are flat to where we
have been in the past. But give me a break.

I mean, we have people coming home that are catastrophically in-
jured. They are missing arms and legs. The least we could do for
these people is give them state-of-the-art prosthetic devices and con-
tinue this research so that these people can live as normal a life as
they possibly can and go on to a great future in this country.

Now, I would like an explanation of why we would possibly be pro-
vided with a $13 million cut in prosthetic devices when we are getting
men being blown apart thousands and thousands of miles away from
home. And that is one of the many cuts that I found particularly
egregious.

So I would appreciate if you would address that concern that I have
because I suspect that this war is going to be with us for many years
to come and when this war is over, the results of this war are going
to be with us many, many, many decades later. And are we provid-
ing for that and preparing for that, because this is the cost of war.
Prosthetic devices are as much a cost of war as flak jackets as far as
I am concerned.

So I would appreciate that and thank you for coming.

THE CHAIRMAN. Thank you very much.

Ms. BeErkLEY. Thank you, Mr. Chairman.

THE CHAIRMAN. Anyone else have an opening statement?

All right. Dr. Perlin, you are now recognized.

STATEMENT OF JONATHAN B. PERLIN, UNDER SECRETARY
FOR HEALTH, DEPARTMENT OF VETERANS AFFAIRS

Dr. PERLIN. Thank you, Mr. Chairman, members of the Committee.
Good afternoon. Thank you very much for the opportunity to discuss
VA research.

Accompanying me today are to my far left, Dr. Robert Ruff, Acting
Director of our Rehabilitation Research and Development Service.

To my immediate left is Dr. Matthew Friedman, Director of VA’s
National Center for Posttraumatic Stress Disorder.

At the far right is Dr. Michael Watson, member of the Genomic
Medicine Program Advisory Committee and Executive Director of the
American College of Medical Genetics Foundation.

And I am also very pleased to be able to introduce to the Commit-
tee Dr. Joel Kupersmith, VHA’s new Chief of Research and Develop-
ment, Chief Research and Development Officer.
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Dr. Kupersmith joined VA last year after a distinguished career
as a cardiologist, faculty member, and researcher at the Methodist
Real Medical Center or Medical School and the Mount Sinai School
of Medicine, University of Louisville, Michigan State University, and
serving most recently as the scholar in residence at the Institute of
Medicine and the American Association of Medical Colleges.

In fact, he served as well as the Dean of the School of Medicine and
Graduate School of Biomedical Sciences at Texas Tech University,
and this is Dr. Kupersmith’s first opportunity to meet with you of-
ficially. In a few moments, he will provide testimony to you on the
Office of Research and Development and the activities within VA’s
Research Program.

VA research is, as was said, not an academic exercise. It is focused
around the mission of improving the health and well-being of Ameri-
ca’s veterans. As also recognized, the benefits created by VA research
extend to literally everyone, and I hope we will have the opportunity
to discuss some of the circumstances that were created that provide
service to all Americans and, in fact, all citizens of the world.

The VA Research Program has been tremendously productive. It
has fostered three Nobel laureates and six individual researchers
were awarded the Lasker Prize which some consider a sort of pre-
Nobel type of recognition.

Before I turn to Dr. Kupersmith, I would like to address an issue
of great significance to the future of VA research and healthcare and
that is our plans for genomic research. Genomics is not fantasy.
Rather genomics supplements what we already know and do today in
medicine to focus on and improve care to veterans.

In fact, we already use genomic medicine in patient care in a num-
ber of areas. We used genetic testing to identify cancer patients who
react better to reduced doses of chemotherapy resulting in lower tox-
icity.

Patients with the gene for abnormal clotting factor are identified
through testing so that we can reduce the chance for stroke or embo-
lism.

Genetic information allows us to lower the number of drug-induced
bleeding episodes resulting from warafin, a widely-used drug for thin-
ning blood.

In cancer screening based on molecular, genetic, and proteomic
tests identifies the disease earlier in many patients, giving us the
opportunity to save many patients who, in fact, once could not be
cured.

The first priority of our newly-appointed Genomic Medicine Advi-
sory Committee will be to provide expert counsel on protecting veter-
ans’ privacy. They will also establish a strong ethical foundation for
VA’s use of genetic information.

Our Committee members who are nationally renowned medical ex-
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perts in genomic research, bioethics, and disease management will
assess the potential impact of genomics on existing VA patient care
services, recommend policies and procedures for tissue collection
and storage and analysis, and develop a research agenda to optimize
knowledge and improve patient care and the health of our veterans.

They will also help us conduct focus group surveys and provide
other direct contacts with veterans to learn about and appropriately
address issues of importance to them and their families.

Our integrated research program, our benchmark care quality, and
our robust Genomic Medicine Program will allow us to maintain our
leadership in providing veterans with the state-of-the-art care that
they have earned through their service and sacrifice.

We recognize, however, that we must construct a strong and ethi-
cal foundation, scientific foundation in partnership with veterans and
their families in order to be successful.

At this time, I turn to Dr. Joel Kupersmith to provide his testimony
on the current status of VA research. Thank you.

Dr. Kupersmith.

[The statement of Jonathan B. Perlin appears on p. 62]

STATEMENTS OF JOEL KUPERSMITH, CHIEF RESEARCH
AND DEVELOPMENT OFFICER, DEPARTMENT OF
VETERANS AFFAIRS; ACCOMPANIED BY ROBERT L. RUFF,
ACTING DIRECTOR, REHABILITATION RESEARCH AND
DEVELOPMENT SERVICE, DEPARTMENT OF VETERANS
AFFAIRS; MATTHEW J. FRIEDMAN, EXECUTIVE DIRECTOR,
NATIONAL CENTER FOR PTSD, DEPARTMENT OF VETER-
ANS AFFAIRS; AND MICHAEL S. WATSON, MEMBER, GE-
NOMIC MEDICINE PROGRAM ADVISORY COMMITTEE,
EXECUTIVE DIRECTOR, AMERICAN COLLEGE OF MEDICAL
GENETICS

STATEMENT OF JOEL KUPERSMITH

Dr. KupErsmiTH. Mr. Chairman and members of the Committee,
thank you for the opportunity to discuss specifics about VA research
and share some of my thoughts about our future vision.

Although I was aware of the importance of VA research before I
took this position, I did not fully appreciate what VA research has
contributed to veterans and the nation as a whole.

Veterans who returned from World War II with tuberculosis faced
a bleak future until VA research identified and tested new highly-ef-
fective treatments.

Veterans wounded in all wars have benefited from VA’s work to de-
velop the next generation of Seattle Foot and other prosthetics allow
young men and women to become high-performance athletes.
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The quality of life for our aging veteran population is enhanced
because of CT scanners, MRIs, implantable cardiac pacemakers, a
vaccine for shingles, and countless other discoveries by VA clinical
researchers.

VA research nested within a healthcare system used by more than
five million veterans is a unique national laboratory where research
is translated into clinical practice daily and effectively. VA clinicians
also initiate and conduct research projects that are directly relevant
to the clinical care they provide.

The written statements includes many examples of what I will
discuss today, but I would like to highlight one project that shows
exactly how VA clinician investigators use VA’s unique intramural
program.

Clinicians have long noted that individuals with schizophrenia
medicate themselves with tobacco to try to clear their brain abnor-
mality. VA research discovered a gene linked to schizophrenia with
an additional aspect. It is also linked to the brain center for smok-
ing.

VA research then identified a new drug approved by the FDA for
experimental use in humans as a possible treatment. It is now in
phase two trials.

VA clinician researchers note something at the bedside, take that
observation to the bench, find and test a treatment, move the result
back to the bedside in a full circle of translation and a unique system
where research is linked to clinical care.

Each year, we are challenged to meet priorities based on the chang-
ing needs of the veterans we serve with high-quality science. For the
needs of returning Operation Iraqi Freedom and Enduring Freedom
veterans, VA has responded with the following:

Neurotrauma research, including work related to traumatic brain
injury, which occurs in approximately 30 percent of injured veter-
ans and spinal cord injury; research related to polytrauma and blast
injuries; amputation and prosthetic research, including use of fu-
turistic microelectronics, robotics and tissue engineering to create
lighter, more functional prostheses; many PTSD and other mental
health projects, collaborations with Department of Defense, Walter
Reed Army Medical Center, Brook Army Medical Center, and others;
research about rehabilitation for the visually impaired, burn treat-
ments, hearing loss, natural neural regeneration to return function to
paralyzed veterans and those with brain injuries; and plans to study
advanced tissue engineering and the manufacturing of artificial skin
to accelerate wound healing.

Regarding our infrastructure, it is crucial that VA investigators
have the equipment and facilities necessary to conduct cutting-edge
research in the 21st century. To identify where improvements may
be needed, the Office of Research and Development has initiated a



10

comprehensive review of VA’s research facilities, including physical
and operational infrastructure and major equipment to identify de-
ficiencies and corrective action. The written statement provides de-
tails of this project.

In conclusion, the vision for VA research is simple. VA research
has made substantial contributions to the health and well-being of
veterans and the nation and can do so in the future. We must con-
stantly make certain that our research meets the needs of veterans,
is of the highest scientific merit, and adheres to the strictest stan-
dards of human subject protection.

The goal is to quickly and efficiently translate research into clinical
care and thereby address the pressing needs of our veterans.

Thank you for this opportunity.

THE CHAIRMAN. Thank you very much for all of you being here to-
day.

In my years here in Congress, I have served on three Committees
that have had oversight jurisdiction over health research from the
Armed Services Committee with the military health delivery system.
I serve on the Health Subcommittee of Energy and Commerce and
now this Committee.

And Congress has been very careful with all three Committees not
to direct. We will send you the funds, but we are not the experts. We
have our areas of interest, but we turn it you, the experts, to make
competent decisions and come up with a series of prioritizations.

I am going to ask this question though. When I use the term veter-
an centric research, how would you interpret that? I am going to ask
two of you, Dr. Perlin and Dr. Kupersmith. How would you define
veteran centric research?

DRr. PERLIN. Mr. Chairman, thank you very much for holding this
hearing and asking that very central question.

Veteran centric research is research that in my estimation im-
proves the health and well-being of veterans. It allows us to focus
specifically on those issues that are unique to the veteran experience
which, of course, is predicated on military service and military occu-
pational health exposures. It also is predicated on the issues that are
concentrated in the veteran population that we serve.

As you know, our population -- while veterans at large do generally
better than the average American, the veterans who come to VA for
healthcare happen to be older, sicker, and poorer. In fact, they have
three additional physical diagnoses and one additional mental health
diagnosis.

And as 49 percent are over age 65, you see very quickly in that de-
mographic that there are certain vulnerabilities conferred upon the
population. Chronic illness and age as a mechanism of frailty become
two central areas.

So military occupational health exposures, those things unique to
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combat service and military service, and those things that are con-
centrated in the veteran population which we serve are the things
that I define as relevant to veterans as veteran centric.

THE CHAIRMAN. Dr. Kupersmith.

Dr. KurErsmiTH. Yes. I think it is the spectrum of the issues and
conditions that are related to returning veterans of current wars and
the issues and conditions related to the aging veteran population as it
passes through middle age to older age. And this includes a spectrum
of mental health, rehabilitation research, prosthetics, and so forth.

We have an insight, I think, that others may find it more diffi-
cult to have because most of our investigators are clinician scientists
who are actually taking care of patients and have direct knowledge of
what conditions they face. So I think this gives us added insight into
dealing with veteran centricity.

THE CHAIRMAN. The reason I ask that question is that we have a VA
system today that is much different than it was a decade ago. The
reason I make this comment is VA research, I believe, needs to be
veteran-centric and it cannot be all things to all people.

In other words, you cannot let the - whatever physical ailments or
whatever may depreciate the human body from a nondisabled vet-
eran, a category seven or eight who is very similar to people in the
normal population, cannot drive VA research.

That is the reason we here in Congress fund NIH and have doubled
NIH funding. And I want to make sure that with our centric meaning
we are focusing on every war having different types of injuries and
ailments. And so when I use the term veteran centric research, that
is what I think of.

Our polytraumas, the blast injuries, the brain trauma, continuing
on spinal cord, all these things to me, yes, are combat related, but
there are also some workplace injuries that are unique by what we do
and the environment in which our servicemembers work. And I want
to make sure that in our priorities and how you come to judgment,
you keep that in mind.

Mzr. Michaud, any questions you may have.

MR. MicHaup. Thank you very much, Mr. Chairman.

A couple of questions. The National Vietnam Veterans’ Longitudi-
nal Study was mandated by statute. The report was supposed to be
due to Congress no later than October 1, 2004. It is now approaching
two years since that report is due.

In light of the mandate and the law, when will we be able to see
results from that report?

Dr. PerLIN. Well, thank you, Mr. Michaud, for your focus on this
incredibly veteran centric research in the terms that our Chairman
just described.

The National Vietnam Veterans Longitudinal Study is the product
of a cohort that has been followed over a long period of time. Dr.
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Matthew Friedman, who is here with me today, was one of the early
founders of the preceding study that gave rise to NVVLS.

As T believe you may know, the Committee may know, the study
was stopped by the Office of the Inspector General after significant
cost overruns.

I think that within the department, there is an absolute commit-
ment to understanding the needs both in terms of mental health
needs and the physical health outcomes of Vietnam era veterans,
but there are significant questions about the power of the remaining
cohort’s data to answer those questions.

There have been briefings to members and staff serving this Com-
mittee, and they have discussed a number of alternative approaches
both with respect to Vietnam veterans as well as other veterans in
terms of looking at health outcomes and PTSD in particular.

One is the use of a Vietnam Era Twin Registry which allows one to
compare environmental and genetic exposures and be able to under-
stand both risk and outcomes. Another is something that we have
today, but, frankly, we did not have when NVVLS was initiated, and
that is the electronic health record.

So rather than being able only to focus on a small group of veterans
that sadly diminishes over time, one can actually look at an entire
population or sample of that population and look at all health out-
comes. And these are proposed mechanisms to get to the intent of
that legislation.

Dr. Matthew Friedman has been very closely involved with this
study, and I turn to Dr. Friedman to offer any additional comments.

MR. MicHAUD. Are the results forthcoming?

Dr. PERLIN. It is in a bit of a holding phase after the Inspector
General’s investigation of the study. And I would say to you again
that there are methodologic issues with the size of the cohort that is
left to be able to offer significant insight.

I would think that one could get to those answers as well through
use of electronic health records for the Vietnam Era Twin Study, and
I would ask Dr. Friedman perhaps to elaborate on that.

Dr. Friepman. Good day.

As Dr. Perlin has indicated, the NVVLS was discontinued based on
the background that he has given you. So what I would like to review
with you are the goals of the study which were to really understand
the longitudinal course of PTSD, the severity of the problem, and
one of the unique questions in the NVVLS that was not addressed
in the earlier National Vietnam Veterans Readjustment Study, the
relationship between PTSD and physical health.

So after the study was discontinued, the Secretary of VA asked Dr.
Perlin and his staff to look at alternatives. And the two alternatives
that he has mentioned, which I will go into a little more detail about,
have been the Vietnam Era Twin Registry and this very exciting OIF
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Prospective Pre-deployment, Post-deployment Study.

The Vietnam Era Twin Registry is actually a remarkable database.
There are now about 4,000 monozygotic and dizygotic twins. Most
importantly, 1,700 of them are discordant for service in Vietnam.
What that means is that -- and these are all males, so that is -- one
brother was in Vietnam. The other brother was not.

The sample has been surveyed twice, once in 1987 and once in
1997. And two very important findings have been published from
this study. One concerns the chronicity of PTSD, and the other con-
cerns brain imaging among Vietnam veterans.

With regard to chronicity, there was a robust dose response curve,
showing that the more severe the combat exposure, the greater the
likelihood of PTSD. And among the Vietnam veterans with severe
exposure, their PTSD remained highly chronic ten years later. So
obviously a continued follow-up is important.

Another very important study from this cohort was some of the
brain imaging work, looking at hippocampal volume which is one
of the structures of the brain that seems to be affected and altered
among people with PTSD.

So this is a very valuable research. As you all know, in animal
research, one of the things any investigator does is they use inbred
genetic strains so that you can control for whatever variability a dif-
ferent genetic endowment might have. We can control for that with
the Vietnam Era Twin Registry.

So this is a very extraordinary cohort in which we can follow medi-
cal problems, look at risk factors, resilience factors, et cetera. So this
1s one option that is being looked at very, very carefully right now.

The second option which is, as Dr. Perlin indicated was not on the
screen when the NVVLS was first thought about, is a pre-deployment
study that is being done mostly at Ft. Lewis and Ft. Hood where at
this point in time, over 1,500 men and women have been evaluated
with respect to neurocognition, because that was a big concern fol-
lowing the first Gulf War, and given our concerns about traumatic
brain injury, it is obviously a very important concern following these
current wars. They have also been assessed regarding pre/post-de-
ployment psychological factors including depression, anxiety disor-
ders and PTSD.

So over 1,500 men and women have been assessed prior to deploy-
ment. And what is really important, they have been assessed shortly
after their return and will be assessed longitudinally into the future.
We can really look at the longitudinal course. Also several hundred
Guard and Reserve men and women are also in this cohort. So this is
a very, very valuable cohort.

So at this point in time, VA sees these two studies as preferable
options to the NVVLS.

MR. MicHaup. Could you provide the Committee, Dr. Perlin, with
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the list of research that VA is currently doing, what you would like
to do as far as research, and what you are doing collaboratively with
other areas as far as research in this area? If you can provide that
information to the Committee.

DRr. PERLIN. Yes, sir. We would be happy to provide that.

THE CHAIRMAN. Could the gentleman be just a little more specific
with regard to which area.

MR. MicHAUD. I am interested in all the research that the depart-
ment is doing, if they have a list.

Dr. PErLIN. We would be happy to provide a summary of all of the
research programs. And I believe you were also seeking the collab-
orative activities specifically about mental health as well, the focus?

MR. MicHauD. Yes, as well. I am trying to understand better what
you are doing and to make sure that the research is prioritized.

My last question, if I might, Mr. Chairman, is, if you look at what
is happening, almost 30 percent of the patients admitted to Walter
Reed Hospital has a brain injury, and I know it is very difficult to try
to diagnose brain injury, if you could very briefly tell me what the VA
is doing to improve diagnostic and screening for brain injuries.

Dr. KupersmiTH. Yes. We have an RFA that we have just on that
topic. And our projects that we have received span the spectrum from
imaging to make a better diagnosis, various kinds of therapy, various
other diagnostic techniques, biomarkers, cellular studies to see if we
can come up with some basic treatments for it, and a variety of other
projects that span from basic science to clinical.

So we are anticipating to fund these about the end of this year, and
we will be very heavily into this area.

Dr. PEruIN. If I might just elaborate on your question in that you
have identified a significant issue which is head trauma and brain
injury.

The very significant trauma that someone experiences with other
multiple traumas is very obvious. And, of course, one appreciates
very quickly that the individual sustained brain injury.

I believe what you may also have been alluding to are the concus-
sive injuries that some may experience that are very subtle in terms
of detection. Frankly, VA, DoD, no one at this point has a gold stan-
dard for diagnosing very subtle brain injuries, yet it is fairly clear
there are some individuals who experience a minor concussion and do
have some cognitive disruption. It is unknown what the duration of
that is. It is unknown what the best recovery strategies are.

What is clear is that all of us in all segments need to be better at
diagnosing it and that specifically is one of the areas of research both
of Department of Defense and Walter Reed as well as VA in this re-
quest for applications.

THE CHAIRMAN. I thank the gentleman.

Mzr. Brown, you are recognized for five minutes.
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MR. BrowN oF SoutH CAROLINA. Thank you, Mr. Chairman.

Dr. Perlin, we have had several veterans come to my office that
have ALS and they brought statistics that shows that it is a dispro-
portionate number of pilots that flew over, I guess, Vietnam and the
Gulf that have, you know, come down with ALS.

And I was just wondering if you were doing more in your research
to try to find a cure for ALS and could you give us an update of where
we are on that research.

Dr. PErLIN. Well, thank you, Chairman Brown.

This is a tremendously important observation is that the rates of
amyotrophic lateral sclerosis or Lou Gehrig’s Disease were found ini-
tially to be higher in pilots. And then subsequent research actually
found that there were higher rates in military at large.

And so this is an area of a very specific enterprise, and I am going
to ask Dr. Kupersmith to elaborate on that.

Dr. KuprersmiTH. We have a number of projects related to ALS. It is
certainly a focus of our interest. And as Dr. Perlin mentioned, there
have been reports of increased incidence with various wars and with
the military as a whole.

So this is an area of interest. I do not have a list of projects here,
but can certainly provide you with such a list.

MR. BrowN oF SouTH CaroLINA. Well, I guess that kind of leads me
to my next question, is how you establish in your funding the priori-
ties, you know, which area has more funding or more attention put
than other areas. How do you go about establishing prioritization
and where those monies will be addressed or directed?

Dr. PERLIN. Let me start that question and then I will ask Dr. Ku-
persmith to add to that, is that we have a rubric called designated
research areas. And these research areas range from those things
that are absolutely central to the combat experience, brain injury and
multiple trauma and sensory injuries, central nervous system inju-
ries, spinal cord injuries and the accompanying bone loss and degen-
erative diseases and rehabilitation.

Those are the designated research areas. A lot of these overlap. If
you have mental illness, of course, you do not get a bye, you do not
get a pass from physical disease. In fact, it may be worse. We have
areas that focus on the mental health and well-being in the context
of these other areas.

And so we actually have a list of designated research areas and we
try to take a look within the dollars that you appropriate to us for VA
research to make sure that we are doing as good a job possible as in
the words of Chairman Buyer, being better and veteran-centric.

At a time of conflict as we are in now, in fact, the budget increases
from 66.8 to $74.9 million in the 2005 to 2007 period focusing on just
these sorts of issues.

We also look at the experience. As Dr. Kupersmith said, the very
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clinicians who are taking care of veterans and servicemembers are
also the researchers. So one of the most important things about the
VA research is that we are not NIH. We are not all things to all
people. It is not our aspiration to be that.

And as you may know, I served a brief tenure as the Acting Chief
of Research and Development and my litmus test was, “show me that
the work is relevant to the care of veterans.” And this is our litmus
test.

And the great value of VA in contrast to virtually anywhere else
is that the clinicians caring for veterans go back to the laboratory,
whether it is basic science or clinical research, armed with the pic-
ture of veterans experiencing illness, needing help improving their
health and well-being and generate the questions. And they bring
forward that knowledge from the bench, from the laboratory, from
the research studies to the patient care.

Dr. Kupersmith.

Dr. KurErsmiTH. Yes. And I would like to elaborate, give you an ex-
ample of that. It has been the observation that disabled individuals,
paraplegics for example, have obesity as both apparently a metabolic
problem and a problem related to their level of activity.

So we have an RFA on that very topic. This is a clinician’s obser-
vation, very relevant to the VA, very veteran centric, that we turn
around. And then as we have the research projects, we have ways
of translating those directly to the patient by several of our research
implementation programs.

And T think the VA has really been a pioneer in part because the
clinical and the research enterprise are together in how to implement
the findings of research to the bedside.

So whatever observations that are made in research in obese, dis-
abled individuals, we can translate directly to the bedside. And this
has a tremendous impact. These metabolic conditions have a tremen-
dous impact on their long-time survival. So it is just an example of
that.

MR. BrowN oF SouTH CAROLINA. Mr. Chairman, I know my time is
expired, but just one further question to follow-up on that.

I know that in the Medic University and the VA, they have a coop-
erative research lab there, the Thurman and Nagesi Heart Center.

And I was just wondering with ALS, are we partnering with any-
body in the private sector to try to find a cure for this terrible dis-
ease?

Dr. PErLIN. Let me ask Dr. Ruff. Dr. Ruff actually wears two hats.
He is our Chief of Neurology. He is also the Acting Chief of Rehabili-
tation Research and Development.

Dr. Ruff.

Dr. Rurr. Let me address ALS first. ALS is a chronic degenerative
condition that comes under the auspices of neurology and also under
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the auspices of rehabilitation.

From the clinical side, we are working with to try and enhance the
treatment of people with ALS so that people with ALS are able to get
treated on spinal injury units when they have advanced to the point
of becoming functionally totally dependent for care.

The VA researchers are -- there are several research projects that
are jointly funded by the VA and NIH looking at the mechanism of
neurodegeneration associated with ALS. And these are projects that
are funded through -- most of them are funded through basic science.
Some are through rehab.

But one thing I would just like to say without taking too much
time is that one of the things that I personally found very exciting
and very encouraging about what is going on in the VA is that walls
that existed between clinical service, research, and within research
are coming down so that we are directing our efforts towards veteran
problems rather than being stuck in specific silos.

And I think that Dr. Perlin and Dr. Kupersmith have had a great
deal of influence in terms of trying to get a more integrated approach
so that there is integration of clinical and research activities and in-
tegration within the clinical services.

With respect to the question that was raised about detection of
brain injury, this is a very difficult and serious problem. Minimal
traumatic brain injury is something that is being recognized as a se-
rious problem for people in the Middle East right now in OIF, OEF.

The PDRECCs, which are the Parkinson’s Disease Research and
Education Clinical Centers, are working with Department of Defense
to explore the utility of a very simple but sophisticated test of all fac-
tion as a means of early detection of brain injury and sensitive detec-
tion of brain injury.

The nerves that are involved in smell are very fine. They go through
a screen-like structure at the base of the skull and they are very eas-
ily damaged in head injury. And so it may be possible to use those
changes in smell as a way of picking up otherwise very subtle brain
injury.

Thank you.

THE CHAIRMAN. Dr. Ruff, I would ask you to be responsive to Chair-
man Brown’s question on whether you have any knowledge whether
you are partnering with any outside private entities with regard to
ALS.

Dr. Rurr. Yes. We are working with Paralyzed Veterans of Ameri-
ca which has a strong interest in ALS. There is also the ALS Founda-
tion. We do not have any direct grants with the ALS Foundation, but
I met with people from that foundation in order to try and make sure
that what we are doing is relevant to their needs and our needs.

THE CHAIRMAN. Mr. Brown.

Ms. Berkley, you are now recognized.
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Ms. BeErkLEY. Thank you, Mr. Chairman. I have three different
questions on three different issues, the first directed to Dr. Kuper-
smith.

I listened to your testimony and this 24-year-old lieutenant that I
spoke of when I did my opening statement, when I left Walter Reed, I
invited him to come to Las Vegas when he was well enough to get out
of the hospital. And he is coming.

So the good news is that he is well enough to come to Las Vegas
with his wife. And I want to be able to look this kid in the face when
I see him.

You mentioned in your testimony about cutting-edge research and
I so regard and respect what you are doing, but are you going to be
able to do cutting-edge research with a $13 million cut in prosthetic
research?

And perhaps Dr. Perlin would like to -- I do not care who answers,
but I want to make sure you get enough resources so you can do your
job, so I can do my job with my veterans.

Dr. KupersmiTH. Yes. We are looking at how to essentially make
cuts in certain areas and certain programs. For example, we are
evaluating our centers to see that they are being productive, that
they are leveraging money the way they should, and that they actu-
ally are doing what is set out. This is something that all research
institutions do. But that is one way that we are looking at trying to
conserve some resources for other areas which are important.

Certainly we have an extensive program in prosthetics. I think we
have probably led the country in prosthetic research.

Ms. BERKLEY. And you can continue this with a $13 million cut?

Dr. KupersmiTH. Well, we calculated --

Ms. BErRkLEY. Do you want a $13 million cut? Do you want the
money back?

Dr. KupersmiTH. Well, we have calculated a certain number of proj-
ects less based on that, but we will be looking at how to conserve re-
sources in other ways, particularly looking, as I said, at our centers.
We are making a review of our cooperative studies program centers
and other similar endeavors.

DRr. PERLIN. If I might, let me thank all members of this Committee
for your support of VA research as demonstrated in the increase of
resources for the research program.

Second, let me note that when we provide services to veterans who
need a prosthetic device, that does not come out of the research bud-
get. That comes out of the prosthetics budget. And I want to again
thank this Committee for your support and leadership in ensuring
that we have those resources.

In 2005, we spent $1.039 billion on prosthetics and assistive devic-
es. That was increased by 188 million for this year’s budget of 1.227
billion. And the budget that you have supported adds another 160
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million in 2007 to bring that to 1.387. So I can assure every injured
servicemember they will have the state-of-the-art device.

As to the research, if I might, this is an area of tremendous focus.
Again, the test is veteran centricity, whether it is limb loss preven-
tion, prosthetics engineering, abilities to make the devices more ef-
fective, less damaging, the ability to provide rehabilitation, socializa-
tion, to advance techniques.

Right now a lot of prosthetics sit on the end of a limb. We have tis-
sue engineering laboratories that will seek to create a different sort of
interface, to actually allow people greater function. The list goes on
and on. And Dr. Kupersmith makes no exaggeration saying the VA
1s the leader in the prosthetic device research.

Ms. BERkLEY. No doubt. Ijust want to make sure you have got the
resources to do the job that we have tasked you with.

Dr. PERLIN. Thank you.

Ms. BerkLEY. All right. The second question or second query. As
you know, we have been talking for the last couple of years about the
Nevada Cancer Institute partnering with the VA in Nevada.

After two years of being at cross purposes and hearing two differ-
ent stories from the VA and the Nevada Cancer Institute, I took it
upon myself to bring both parties into my office this past week when
we were home for our Memorial Day break.

And, of course, Ken Clark, the VISN 22 Director, came in, John
Bright. Both men I have tremendously high regard for and I have
worked very closely with them. We also had Heather Muran and
other people from the Nevada Cancer Institute there.

It seems as if we have broken through whatever issues there were,
but can I ask you to please keep on this and report back to me so I
know that we are on board because I do not want to be talking to
you about this two years from now and we have not moved from, you
know, the starting line on this issue.

And I agree with you 100 percent that there should be a separate
VA healthcare system. I have not been fighting the last several years
for a VA hospital clinic and outpatient clinic and long-term care facil-
ity for my veterans exclusive of anything else because I do not agree
with you.

But on the other hand, when we have an opportunity to partner
with a state-of-the-art group like the Nevada Cancer Institute, I
would like to do this if it is a benefit to the veterans.

So are you going to keep in touch with me and let me know what
is happening?

Dr. PErRLIN. Absolutely. I appreciate your help in bringing folks
together. I have spoken with both Ms. Muran a number of times as
well as Mr. Clark. And they understand the ways in which they can
partner and they are excited about the potential for collaboration.

Ms. BErRkLEY. Now, they talked about a number of things in my
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conference room. Can you check with Ken Clark and make sure that
we are going forward? And, you know, it seems like just a series of
miscommunications. Have you already done that?

Dr. PERLIN. Yes. In fact, Congresswoman, I am pleased to report
that I have spoken to Mr. Clark the issues related to --

Ms. BERkLEY. I am pleased to hear it.

DRr. PERLIN. -- VA research policies. And I think there is common
understanding and enthusiasm.

Ms. BErgLEY. Great. The third thing and very quickly, I know
in your opening statements, you were talking about the VA’s plan
for a genetic database with information on potentially millions of VA
patients. And obviously we all know that raises several privacy con-
cerns, ethical concerns.

In light of the latest issue with the theft of 26 million veterans’ per-
sonal information, what are you going to do to keep this information
out of the hands of healthcare and insurance companies and what
safeguards are you going to implement to ensure that the veterans’
genetic health information remains private and a floppy disk does not
go home with some idiot employee?

Dr. PEruIN. I want to thank you for asking this very important

question --
Ms. BERKLEY. You are welcome.
DR. PERLIN. -- because it needs addressing. And with the Chair-

man’s permission, if I could have a moment to answer this.

MR. BrowN oF SoutH CAROLINA. [Presiding] I would just identify
that her time has expired, Dr. Perlin, but you certainly may continue
if you would.

Dr. PErLIN. Well, thank you because I know everyone is curious
about this.

First, I want to make very clear the point that the circumstances
that occurred are tragic and should never have nor should they ever
occur again.

Let me assure as well, the Secretary, Deputy, entire leadership
team, every VA employee takes this very, very seriously.

As a third point, I want to also make very clear this did not involve
VA’s electronic health records, VHA health data, or anything within
VHA. These were departmental administrative data resources.

The reason I make this distinction is because in the health setting,
all of us have an ethos that really focuses on the privacy of patients,
the privacy of health information. This dates back to the Hippocratic
oath which actually includes keeping private a patient’s health infor-
mation.

So, in fact, in the health setting, in the health administration, we
start with an advantage. We start with an ethos that is directed at
security of health information. And that is not sufficient though. We
actually have a significant amount of policy within the healthcare



21

setting as relates to things like HIPPA and privacy laws. And it is
not just that policies exist. We are also inspected and there is signifi-
cant oversight in this area.

That oversight includes in the clinical area the Joint Commission
which has an entire chapter devoted on patient privacy and informa-
tion security. It includes our own internal inspection process, the
SOARS process, Systematic Oversight Assessment and Review Sys-
tem, which is like an internal IG. And, of course, the Inspector Gen-
eral also surveys on CAHP reviews our protection of security.

In the area of research, there are handbooks that derive from the
departmental policy, significantly amplified by those things unique to
healthcare that I have mentioned that require different levels of data
security, different data systems, different system of records, differ-
ent context, different training requirements, and different oversight
that are added to again by policy for data protection in the research
context.

The Genomic Program is one element that provides the opportuni-
ty for research and insight. Another element is simply for treatment.
Today there are 14,000 genetic tests that are available. And, in fact,
they allow us to choose better medications for mental illness. They
allow us to prevent horrible drug toxicities.

For instance, for 299 out of 300 kids with childhood leukemia, 299
will do well. One out of three hundred will die. That outcome is
something that is avoidable with genetic information, with one of the
tests that is, in fact, available today, and we can know that.

We have a good track record in the health system of keeping pri-
vate very sensitive information, information about mental illness, in-
formation about substance use, information about infectious disease,
HIV as an example, sexually transmitted diseases. These are things
we keep private.

And it would be on that background that in the clinical context, this
privacy would be secured and it would be in the context of the addi-
tional oversight provided by institutional review boards and accredi-
tation of VA research programs and the human subjects protections,
the Office of Research Oversight, that any data would be generated in
the Genomics Program with the additional oversight of the Genomics
Advisory Program that Dr. Watson might wish to speak to, and the
additional ethical oversight, the veteran input, the service organiza-
tion input, and what I hope is ever more vigilant management.

Ms. BERkLEY. But when you embellish on this answer, I mean, I ap-
preciate that, but with all the track record, the ethos that goes back
to the Hippocratic oath, with all the oversight and the regulations
and the handbooks, we still ended up with an employee taking these
records home.

How do you protect against something like that?

Dr. PErRLIN. Let me again distinguish. The track record of the
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health system --

MR. BrRownN oF SoutH CarRoLINA. Dr. Perlin, I hate to interrupt this
proceeding, but the five minutes has been ten minutes now and we
must have other folks that want to ask questions. And I know this is
an important subject.

Maybe Ms. Berkley can have a private meeting with you to discuss
these issues.

Ms. BERKLEY. You are always welcome in my office.

MR. BrRowN oF SouTH CAROLINA. Sorry to interrupt you, Ms. Berkley,
but we must proceed on.

Mr. Stearns.

MR. StearNs. Thank you, Mr. Chairman. And I appreciate that
because like many members, I have another appointment and I did
want to come here to talk to you.

And I really had a question like Ms. Berkley mentioned, but I would
like to go a little bit more definitive in this.

Is the genetic information encrypted? Just yes or no. Just yes or
no.

Dr. PERLIN. You are asking a question about clinical information or
research information. The answer is --

MR. STEARNS. The research information that you have collected on
veterans, is it encrypted?

Dr. PeErLIN. Well, we have not collected any for this specific pro-
gram yet.

MR. STEARNS. Okay.

Dr. PERLIN. So it is a theoretical question.

MR. STEARNS. So right now you do not have any information on
genetic --

Dr. PErRLIN. We have genetic information.

MR. STEARNS. When a veteran comes in, when a veteran comes in,
he signs a form and he or she signs this form and you can do tests and
automatically if you have blood samples, you have a lot of informa-
tion on that veteran including his genetics.

DRr. PERLIN. Yes. Health information --

MR. STEARNS. So the question is, is that information that you col-
lect, which can be tied to its genetics, is that encrypted?

DRr. PErRLIN. No. It exists behind a firewall.

MR. STEARNS. Okay. And what is this firewall?

Dr. PERLIN. A firewall is a system to prevent unauthorized use of
data, unauthorized use of data.

MR. STEARNS. But let us say someone got access through that fire-
wall, then it is legible? It is not encrypted?

Dr. PErRLIN. Yes, for a single record.

MR. StearNs. Okay. Do you have someone identified who is a Chief
Security Officer?

Dr. PErRLIN. Let me answer that in two ways. First, within VA,



23

VHA, we have individuals at every medical center who deal with pa-
tient privacy because it is that significant an issue.

MR. STEARNS. So there is a Chief Security Officer at every medical
facility?

DRr. PErLIN. There is an Information Privacy Officer. The other is
that VA as of about two and a half years ago centralized the informa-
tion in a cyber security program. And so, in fact, for the architecture
of the entire system, there is a central oversight of cyber and informa-
tion security.

MR. StEARNS. And where is that geographically located?

Dr. PERLIN. That is right here in Washington.

MR. Stearns. Okay. So in Washington, we have all the genetic
information collected? Is that true?

Dr. PERLIN. No, no, no. I thought you were referring to the cyber
security offices here in Washington.

MR. STEARNS. So what is collected here in Washington? All that
information?

DRr. PERLIN. Well, no. Nothing exists here in Washington. There is
clinical information at each medical center.

MR. STEARNS. No. But I am talking about the genetic information is
at various hospitals throughout the country; is that correct?

DRr. PerLIN. All clinical information --

MR. STEARNS. Yeah, correct.

Dr. PERLIN. -- is at hospitals through the country.

MR. STEARNS. And in each one of these hospitals, there is a Chief
Security Officer?

Dr. PERLIN. There is an information privacy person. There may be
one that supervises two consolidated facilities.

MR. Stearns. Would that same person be the one that was sup-
posed to protect the information that got lost, the 26 million?

Dr. PErLIN. No.

MR. StEARNS. It is a different person?

Dr. PeruIN. We are talking about health information within the
Veterans Health Administration.

MR. STEARNS. So they are not combined?

Dr. PerLIN. They are not. The information that was lost was a
departmental administrative data set.

MR. Stearns. Okay. And the information that we are talking about
is in a different --

DRr. PERLIN. One hundred percent --

MR. STEARNS. -- under a totally different --

Dr. PERLIN. -- totally different.

MR. STEARNS. -- security?

Dr. PERLIN. Yes.

MR. StearNS. And with its own Security Chief, Information Privacy
Officer?
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Dr. PERLIN. Again, if I might distinguish, there are Privacy Officers
that are germane to health.

MR. StEARNS. Right.

Dr. PErRLIN. There are Information Security Officers that oversee
system intrusion, et cetera. The Privacy Officers would establish and
enforce the policy for protection of health information and adjudicate
questions about access.

MR. StearNs. Okay. Is that a policy that you have with this Secu-
rity Officer? Is that ever audited by you and management or anyone
else?

Dr. PerLIN. The privacy of patient records is absolutely audited.
Every Joint Commission inspection requires an audit of protection of
patient privacy. The CAHP reviews --

MR. STEARNS. And is that audit inside or out? Is it people from out-
side the VA or is that people within the VA who audit it?

Dr. PeErLIN. Well, the Joint Commission is entirely outside. The
Inspector General, of course, reports to the President.

MR. StEARNS. Okay. So in answer to Ms. Berkley’s question, you
do not think what happened to the administrative information could
ever happen to this hospital clinical genetic information, could never
occur?

Dr. PErLIN. Well, let me answer this way, is that as we go forward
in constructing what will be a relational data set, let me assure you
that while we believe our systems are very secure, while we believe
our ethos is different, there are clearly some lessons, wider lessons.

If a data set exists free-standing, which is not how the electronic
health record works, it brings together a bunch of information that
1s visible for that moment that someone is looking at the screen from
different sets, that any data set that exists free-standing is encrypted
and secure, that is a lesson.

We believe that our systems are good, but I would be inappropri-
ately assertive if I were to say that we did not learn some lessons
that we would apply, and this is a focus area of attention within an
entirely different system of records.

MR. STEARNS. Let me just conclude, Mr. Chairman.

What is one of the greatest lessons that you have learned from that
information that was lost that applies to your information privacy of
this health information? What is one lesson, the greatest lesson that
you learned?

Dr. PErLIN. Congressman, that is a fantastic question and it comes
down to this, which is that however hard the systems are, however
strong the policies are, however the great the oversight is, we cannot
make up for human error.

That is where the ethos of healthcare helps us focus on the “warm-
ware,” and we will be coming forward with a number of policies to
work on the warm ware, the people, to understand what their respon-
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sibilities are and the context of the privilege that they operate in in
providing healthcare to veterans.

And with that, whatever the strength of the hardware protec-
tions we place, whatever the strength of the oversight, whatever the
strength of the polices, all of the forcing functions, human error is
still possible.

And we want to create systems that are as resistant as possible,
but we also want to work on the way people think about this and
make sure that every last person, even in the Veterans Health Ad-
ministration, which has not experienced this type of data loss, even
in that, understands that it’s their individual responsibility as part of
the privilege of serving veterans.

MR. STEARNS. Thank you, Mr. Chairman.

THE CHAIRMAN. Thank you, Mr. Stearns, for your contribution.

Ms. Brown, you are now recognized for five minutes.

Ms. BRownN oF FLoRrIDA. Thank you, Mr. Chairman.

Dr. Perlin, you and your staff, we are very lucky to have you in the
position. The veterans are very lucky to have you with your creden-
tials. And, you know, I am very impressed with your commitment to
the veterans and making sure that they get quality care.

In this light, I am concerned as what was raised earlier that the
Bush Administration has sent us two budgets in a row that cut ap-
propriation dollars, in 2006 by nine million and 2007 request by $13
million.

In light of this request, how important is recruitment of physicians
and other medical health people, retention as a priority of the VA?

Dr. PERLIN. Thank you, Ms. Brown, for just a tremendously impox-
tant question.

The research dollars allow us not only to perform the research in
the interest of improving the health and well-being of veterans, but
because the researchers are the very same clinicians and subspecial-
ists who provide the care, it is tremendously important. It is one of
the reasons that many people decide to come to VA.

They come for the mission of serving veterans. They come for the
model of care that we practice. They come for the ability to really be
at the top of the field in terms of advancing the knowledge. And so it
1s tremendously important in terms of recruiting the best and bright-
est for the care of veterans.

Ms. BrowN oF FLorIDA. Yes. And I know it is not because of the pay
that you get, but it is because of the commitment that you have. And
I think that is important.

Second question, I was watching the news yesterday where the vet-
erans organization is suing the VA. And I am going to look at filing a
friend of the court because I think that there is major problems with -
and we have been discussing that - regarding the 26 million veterans
and servicemen, the policies and procedures of the Office of Research
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and Development. You have explained that.

But what about the other additional procedures and concerns? You
talked a little bit about that, but can you assure us today that we will
not later learn that some of that information pertaining to VA medi-
cal records was lost?

When we heard from the Secretary last week, I was very concerned
that it could be others out there that could have taken information
and we just happened to find out about this particular data. Go
ahead.

DRr. PERLIN. T am sorry. Congresswoman, this absolutely positively
was not veterans’ electronic health records. This was departmental
data, administrative data, not veterans’ health records.

Ms. BrowN oF FLORIDA. So you are assuring me that I will not
find out later that any veterans’ health records are just floating out
there?

THE CHAIRMAN. Will the gentle lady yield for a second?

Ms. BrownN oF FLorIDA. Yes, sir.

THE CHAIRMAN. The leadership of the Committee have worked to-
gether to lay out a series of hearings in the month of June that is just
being announced and one of those -- I know Chairman Reyes just left
-- the Subcommittee on Health along with the Ranking Member Mi-
chaud will be holding a specific hearing with Dr. Perlin to cover the
very same issues that you are covering.

Ms. BrRown oF FLoRrIDA. Okay.

THE CHAIRMAN. And I am sure that you will be able to go into great

depth --
Ms. BrownN or FLoripA. All right.
THE CHAIRMAN. -- at that Subcommittee hearing. I wanted the

gentlelady to know.

Ms. BrRown of FLoriDA. Well, thank you.

And so then I will just follow-up that I have a letter for you, Dr.
Perlin. I have had a couple of meetings on the issue that we have
about the VA clinic in Jacksonville. And we have had two meetings
and I am requesting a third that we will have here in Washington.

I know in Washington, a million here and a million there is not any
real dollars. But my city, we have spent over $3 million trying to ac-
commodate the Veterans Administration.

And the people that you have sent down are arrogant. They are
basically -- you know, I am trying to be nice, but that is not something
that this gentle lady is used to being. I just need a meeting with
someone that is not just -- do not care anything about, you know, the
veterans. You know, it is just not working in a manner that is accept-
able to me, the city, or the veterans who are calling me.

And in Orlando it has been 25 years and we still do not have a hos-
pital. And I am not going to have this happen in Jacksonville.

Dr. PeErLIN. Well, Congresswoman, I may be the other person in
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the room who is equally frustrated at the inability for all of us to get
together. It is our desire to serve the veterans that are in Jackson-
ville.

Let me thank you for your trying to bring together all of the dif-
ferent people and the city and VA to make it work out. I have some
information and maybe it would be good for you and I to get together
and just compare our notes on what is needed.

I think it will take both of our work to get things together, but our
goal is the same, to make sure that we have the clinic sized adequate-
ly with adequate parking, able to provide the care to your veterans
there in Jacksonville.

Ms. BrRowN oF FLORIDA. Any time.

Dr. PERLIN. Thank you.

Ms. BrownN or FLoriDA. Thank you.

Thank you, Mr. Chairman.

THE CHAIRMAN. Thank you.

Dr. Watson, I have a series of questions for you. What is your role
at the American College of Medical Genetics?

Dr. Warson. I am the Executive Director of the American College
of Medical Genetics. I am a Board Certified Medical Geneticist by
training.

THE CHAIRMAN. And you are a member of the Genomic Committee?

Dr. WarsoNn. Yes, recently appointed. The group has yet to meet,
so I cannot express any opinions of theirs yet. However, I can express
my own and those of the genetics community.

THE CHAIRMAN. And as you go to this Committee, what are your
priorities?

Dr. Warson. Well, certainly to -- well, there are multiple, frankly.
I think the opportunity that the VA system offers is tremendous for
both the veterans and for genetics.

Genetics is really a translational medicine area of practice now.
It is not this research box that sits, that people think of as a basic
science entity. It is not necessarily always hardcore, standardized
clinical service.

It is using the best systems we have, and certainly the VA has
one of the best electronic medical records systems available where
we are now able to really validate what we do in genetics and across
the spectrum of healthcare. And I think that is the benefit of these
systems.

Much of what we practice in medicine today is not well validated
and there are many questions as to whether we actually know what
we should be doing all the time. And the opportunity to use an elec-
tronic medical record to inform us about what is the best of multiple
options that might be available to us when we manage a particular
condition is significant.

The ability to use the systems to educate physicians who by and
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large have not been exposed to much genetics, it has broken lose tre-
mendously over the past decade.

So our ability to bring point of care education through electronic
systems is tremendous and to really get at the chronic diseases which
I think the veterans allow us to really get at in genetics. And we have
done pretty well in rare diseases, you know, the things that have
very powerful genetics behind them. But the chronic disease side has
been quite difficult to get at.

And I think first starting with a population that has certain envi-
ronmental or other exposure factors that increase their chances of
particular diseases being expressed makes them a very valuable re-
source for understanding the chronic diseases, and then to really be
able to develop how we practice because genetics is going to be an
ongoing evolutionary area of practice. We will learn as we go as we
have for the past 30, 40 years.

THE CHAIRMAN. Describe what pharmacogenomic profiling is.

Dr. WarsoN. Pharmacogenomic profiling is really -- it is going to be
more than I think what people think it is today. Today when we talk
about pharmacogenetics, we do a test to determine whether or not
somebody is going to metabolize a particular drug in the way that we
would expect them to to get the response that we expect from having
been treated.

We know that many people may have an enzyme defect that does
not allow them to metabolize that drug appropriately so that we can
then determine whether that drug is right for that person. We can
also use it to determine whether or not dosing is the issue for that
particular person.

I think what -- that is sort of the classic model, I think, of pharma-
cogenetics today. But I think where it is going is something that Dr.
Perlin alluded to which is the Gleevac story in CML where based on
the molecular nature of an abnormality that led to a particular condi-
tion, we now have molecular treatments that target the very specific
molecular abnormality that led to that disease.

And I think that is a very personalized directed kind of pharmaco-
genetic approach that is not -- there is not a lot of it available right
now. Probably three, four drugs that very directly target a molecular
structure. That is an acquired abnormality of the genetic material,
different than pharmacogenetics now which is an inherited defect in
an enzyme that does not allow you to metabolize a particular drug as
most people might.

THE CHAIRMAN. All right. Now, let us go to the tough question, and
that is how we balance our interests - and we will go to the beginning
- how we balance our interests to be veteran centric in our research
while being cognizant of something that is on the cutting edge that is
so beneficial to our general population. Right? I mean, that is what
we have here.
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At the same time, because it could leverage into tremendous ben-
efit to us and you have to make a decision here, Dr. Kupersmith,
with regard to limited dollars, everybody is in competition for them.
Okay? So I am curious here as we do our balancing test. Let me yield
to you.

Dr. PERLIN. Mr. Chairman, that is a terrific question. First, I
would have to say that it is not a question if genetic medicine is com-
ing. It is coming. As Dr. Watson said there is right now the ability to
choose medications, and certain patients’ pain medicines do not work
as well. So in most African-Americans, metabolism of pain-relieving,
opiate-type drugs is faster and pain dosing is typically under-dosed.

But to the second part of your question, how is this specifically vet-
eran centric? Well, this is really the window to understand how some
people may be differentially susceptible to nerve gas or pyridostig-
mine bromide or development of PTSD or the treatment.

In fact, I might ask Dr. Friedman to talk about some of the ad-
vances in psychopharmacology, treatment for mental health based
on genetic differences.

Do you want to elaborate on that as we talked yesterday?

Dr. Friepman. Well, I mean, everyone is different. Everyone is
different genetically. That is one of the reasons why the Twin Study
is such an important resource. They are different in terms of how
exposure to combat trauma might affect them. Are they going to be
resilient and be able to do just fine or are they going to be quite vul-
nerable and develop PTSD or other kinds of problems?

We really feel that the question of resilience is one of the most im-
portant questions in the PTSD field. We have studies, collaborative
studies at Ft. Bragg right now trying to understand what are the mo-
lecular differences as well as the psychobiological difference between
people who are resilient and people who are not.

As Dr. Watson said and Dr. Perlin emphasized earlier, these stud-
ies also have implications in terms of who is going to be a good candi-
date for what treatment, whether it is a pharmacological treatment
or a psychotherapeutic treatment.

THE CHAIRMAN. I know we have Dr. Snyder here, but let me finish
this. I use the word balance, but there are also tradeoffs. So when
you propose to us a decrease in funding and then appropriators would
come back and we put that back in. Somewhere you are making some
judgments and you are making some judgments here to say, okay, we
are going to decrease our research on heart disease. Maybe you made
that judgment. I can only do supposition to say well, maybe that is
where NIH is pushing over there; therefore, we can go here.

I am trying to get into the analysis of your professional judgment.
Dr. Kupersmith, what are you doing here? How are you making these
judgments to say, okay, Dr. Watson, we like what you are doing, we
are going to make some investments here? A decision was made. You
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made a priority judgment. You testified on this before, Dr. Perlin.
So now Dr. Kupersmith, how are you carrying this out? Let us know
where the puts and takes are.

Dr. KurErRsMITH. Let me just first say that this is not a choice be-
tween doing research in heart disease and doing research in genom-
ics. I am a cardiologist. Genomics is the future treatment of heart
disease. The very same pharmacogenomics that Dr. Watson was
talking about has already applied in some ways to heart disease in
the use of anticoagulants and other drugs.

So this I see as the future of caring for patients with heart disease
just as you raised that example. And if we are to look at the future of
what is the best way that we can improve the care of veteran patients
with heart disease, the judgment here is that this is going to be at the
forefront.

So I think that that is part of it. I also think that this is ultimately
the most veteran centric kind of research that we can do because it
involves the genetic makeup of our veteran populations and how that
relates to the diseases we have.

As you know, there has been a tremendous amount of work looking
at exposures to various insecticides and other agents. It is not a bad
hypothesis that this has a genetic basis, that some people are more
susceptible and, therefore, have symptoms from it or diseases from it
so that it is another area where we can make advances where there
has been really, I think, road blocks to getting ahead in that area of
research.

There are many, many - we can go through the entire spectrum of
diseases in this way.

THE CHAIRMAN. Dr. Snyder, Dr. Watson has to take off. If you have
a question on genetics, genomics, he is our man.

MR. SNYDER. I do not. I do not for Dr. Watson. I do for Dr. Perlin.

THE CHAIRMAN. My last question then on this topic is, as you make
these budgetary decisions here, what are you asking for? I mean,
what did you ask for, Dr. Kupersmith?

Dr. KurErsMITH. In terms of genomics?

THE CHAIRMAN. Yeah, in terms of genomics.

Dr. KuprersmiTH. Yes. Well, this is our --

THE CHAIRMAN. With regard to dollars. How much in dollars are
you now putting toward this?

Dr. KupersmiTH. There are a number of items of cost that are re-
lated to this. We are embarking on a pilot study over next year to
determine how we are going to collect the samples, how we are going
to ask for consents. For example, how we ask for consents has a tre-
mendous impact on budget.

So we have not established the final dollar, just to say that this is
collection of blood and possibly other tissues which has a limited ex-
pense and a number of other aspects to it where the expense may not
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be as large as one thinks.

One of the ways we are going to cope with this is to decrease less
productive research. And as I said before, looking at our centers is
one of the ways of doing this.

But I think that we need to establish the banking of this and many
other features of this. We need to work with the Advisory Committee
to look at how the consents should be done, what we are going to do
to assure special privacy for this.

This is probably not the kind of information that should be avail-
able the way the rest of the medical record is. We do this in some
ways with psychiatric information. So there are many, many ques-
tions about this that we are going to be looking at our Advisory Com-
mittee to ask before we can give you the final on that.

THE CHAIRMAN. Dr. Kupersmith and Dr. Watson, as you proceed on
this, this is an area of interest also at NIH. And we do that funding.
So we are laying appropriate dollars there?

So let me go back to the statement of being all things to all people.
When trying to remain centric, taking care of those injuries and dis-
eases specifically related to that military service, at the same time,
you have something here that helps the general population of a coun-
try and a world really.

What of limited dollars do we begin to take away at the same time
we want to press those bounds? We want to be good listeners to you.
Okay? And I want you to work with Mr. Michaud and Chairman
Brown as we formulate this, as we go into next year’s budget.

Dr. Perlin, you may say to us here is our budget, this is our ongo-
ing research, this here, this is so valuable, your Committee may come
back and lay down something specific. We do not really do that. We
do not really come in here and go, okay, we are going to lay specific
dollars on a specific disease. But we want to be open to you.

Dr. KupErsMITH. So much of what we have done in research has
benefited everyone, probably most of it. And treatment of tuberculo-
sis, one of the first great veterans’ projects, veterans’ research proj-
ects. This is directed at veterans. This is our purpose. If it helps
other people, that is obviously an added advantage and it will help
other people.

Our research in prosthetics, our research in traumatic brain injury
will help automobile accident victims in this country. So all of our
research does that. But I think it is really important to think of this
as a -- at least we think of it as a veteran centric intervention. And
I think the future will be for veterans to get a tremendous amount of
benefit from this.

THE CHAIRMAN. Dr. Snyder.

MR. SnyDER. Thank you, Mr. Chairman. I appreciate you holding
this hearing.

I am sorry I was unable to be here for the first part of it. I may ask
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you some questions that have already been covered.

To bring this home, this business about research, for me, I was
reminded just these last few weeks, Dr. Perlin. My wife and I had a
baby 15 days ago, two weeks. He was a big boy, nine pounds, seven
ounce boy. And we ended up having to have a C section partly be-
cause of his size.

And I called up my 90-year-old aunt and told her about we had a
nine and seven ounce baby boy. And she told me when she had her
first son like 60 some years ago, she said I did not think anybody
could have a bigger baby than Johnny who was nine pounds, five
ounces. But she said that the labor was terrible, the delivery was
terrible. After he was born, she had to spend 13 days in the hospital.
The whole experience was so bad she did not think she would ever
want to have another kid again.

Well, so my wife goes in. We try laboring for a while. Doctor said
it is not cutting it. We have the C section. We are home in three
days. That is not just an accident. You and I know that. And it is
because of the great work that has been done by researchers through
the years and said here is how we do it and here is how we prevent
these terrible problems.

So I think what you all are working on is so important. I have sev-
eral questions I want to ask.

THE CHAIRMAN. Dr. Watson, you may be excused if you like, if you
need to leave. Thank you.

Dr. WatsoN. Thank you.

THE CHAIRMAN. Dr. Snyder.

MR. SNYDER. Thanks. The issue of when you set the number in the
budget, in the President’s request, whether it is for this past year or
the years to come, this whole issue of the biomedical research infla-
tion rate, it is estimated, I think, at five and a half percent for fiscal
year 2005 and a little bit lower than that, a little over four percent for
fiscal year 2006, which has reduced in real dollars the VA research
budget over those two years by almost $40 million.

Now, shouldn’t we when we are doing this, in fairness to everyone,
the veterans, to you, to researchers, to the Congress, shouldn’t we
start out and say our baseline budget includes an inflationary in-
crease so we will be talking in terms of real dollars from the get-go?
Shouldn’t that be the way we do this?

Dr. PerLIN. Well, first, Dr. Snyder, congratulations on your new
baby.

MR. SxypER. Thank you.

Dr. PERLIN. And I am glad the results of research are what they
are.

I am, I believe, the first M.D., Ph.D. Under Secretary or Chief
Medical Director of the Veterans Health Administration. I am a re-
searcher and I believe passionately in research.
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MR. SnYDER. I know you do. I know you do.

Dr. PERLIN. The budget was purposefully a lean budget. It was also
a budget that looked at the needs of veterans and said, okay, what is
veteran centric, where are our priorities. It is a budget that actually
raises the amount of focus on those things that are directly veteran
centric.

I think one of the things that whatever the budget line is, and let
me acknowledge this Committee for your robust support not only of
the request but your acknowledgement of the importance of VA re-
search by recommending additional funds, whatever the investment
that the American taxpayer on their behalf, you help us make in VA
research, it is leveraged substantially.

One of the things that I think is testament to that is that the seed
money that is provided actually pays back a 150 percent return on
investment. For example, in 2006, this year, $412 million will actu-
ally provide a core of research activity that allows investigators to
bring in, if my number is correct, Dr. Kupersmith, $662 million of
additional cost of research.

MR. SnYDER. But that leads to my second question, Dr. Perlin. I
will accept what you said. The budget was purposefully lean. The
budget was purposefully lean. And I would contend this is the wrong
time in our history given both our economic competition and the jobs
of the future and the technology of the future but also as a nation at
war, that this is the wrong time to be “purposefully lean” in the VA
research budget.

My second question, Dr. Perlin, is this. When you talk about lever-
aging funds, other parts of the budget are held constant also. NIH
budget, which you do not have anything to do with, it is held constant
in the President’s proposal also.

So does it not give kind of a false sense of security to those of us who
read these things very quickly when we read, oh, this is going to help
us to leverage other funds? Oh, by the way, the funds that we are
going to try to leverage, they are being held constant also and sooner
or later, somebody has got to take a hit or the purposefully lean idea
1s not going to be carried out.

Dr. PErLIN. Well, let me rephrase. That was a poor choice of words.
A better choice is we wanted to be as responsible in assuring that the
dollars were maximized for veteran centric research.

And I think the track record is is that investment actually begets
a continuing increase in extramural funding and that year over year,
2007 over 2006, 2006 over 2005, there are significantly more external
dollars that are brought in to augment the entire VA research port-
folio.

MR. SNYDER. By external, you are including dollars from NIH and
other federal research?

Dr. PErLIN. Yes, I am.
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MR. SnypER. Well, I think I made my point. Those budgets have
also been drawn “purposefully lean” and so it is going to be harder for
you to leverage that.

My time is up. I had actually several other things.

What is the state of VA research facilities? We have some money
that was spent recently. It is for some new square footage in Arkan-
sas, the VA there. It is very nice. But my concern is this. Upgrading
facilities takes money. Good research takes good modern facilities.

We have got this lean budget going on. Are we having problems?
Are we going to have to take money out of personnel in order to do
research facilities or are we going to ignore expansion and modern-
ization of research facilities in order to keep our personnel up? What
is the status of research facilities and does the Committee need to do
a better job of looking at square footage and kind of the bricks and
mortar of research?

Dr. KupersmiTH. Well, T appreciate that question and appreciate
the money that I think the Committee has indicated it wishes to
spend on that.

First of all, there is clearly an issue throughout the VA system with
our research infrastructure. It needs improvement in many areas. I
do want to say, though, just briefly that while that is true, the quality
of the research is outstanding.

MR. SnyDER. I agree with that. I agree with you.

Dr. KupersmiTH. What we are doing is, first of all, we are gathering
together all of the information that has already been provided to us
on our research facilities over the past few years. We are organizing
that information.

We have sent a questionnaire to research facilities concerning the
status of their research. We are going to have a number of site visits
before the end of the year. We have a group out of the Gainsville VA
that we have detailed to do this, to make a number of site visits to
look at the correlation of the information we have with what is hap-
pening actually in a number of facilities.

And we intend to survey our 75 major research facilities over the
next three years after that. We will have a report in early 2007 on
this initial phase that will essentially look at what we are going to
have to do.

MR. SnyDER. I hope that the report, and I assume it will be, will be
very straightforward with us and will not kind of get lost in the bud-
getary year stuff of, oh, yeah, we do not really need this.

I mean, the Committee - I am sure I speak for the Chairman -- we
just want to know what you need and what you can live with and
what has just absolutely got to be improved.

Dr. KurersMmiTH. You know, I make site visits as one of my jobs. It
1s more informal site visits to see a facility and the first thing they
show me are research facilities that are dated. So I understand that
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we have to really look at this.

And that is why we are doing these site visits ourselves, to really
get our own look at this and not just what people’s impressions may
be. You know, as honest impressions as they are that we want to look
at this carefully.

MR. SnyDER. Dr. Perlin, given that anyone out there who follows
this business and is paying attention to where your budget number is
on research and paying attention to where we are with facilities and
so on, you all, you know, are always competing with the private sector
for good clinical staff, good research staff, those delightful people that
do both research and clinical work.

What kind of a message does it send in terms of your recruitment
and trying to recruit somebody to stay with you for ten or fifteen or
twenty years when we kind of play -- I do not know, whatever the
metaphor is -- Russian roulette or something each year that, well,
our budget is going to be lean this year, some people may be cut, some
people may not be cut, we are hoping the Congress, nudge, nudge,
wink, wink, we are hoping the Congress will add some money so that
nobody will actually get cut? Doesn’t this have a negative impact
on the way you do your recruiting and retention of physicians when
those top-rated researchers that you are trying to keep and recruit
for your facilities?

Dr. PErLIN. In fact, we want to bring forward each year an entire
budget that is responsible and meets the needs. We want to make
sure that -- and I testified earlier before you arrived that when I was
the Acting Chief of Research and Development, my litmus test was
that we lived the mission of VA research, improving the health and
well-being of veterans.

We have the stewardship responsibility as well which is to make
sure that the research that is conducted is valuable. And the Chair-
man said veteran centric. With all that in mind, we continue to have
a growing overall research budget. In fact, within the research bud-
get, we make priorities. In any budget, one makes priorities.

And one of the priority areas has been career development awards
to attract today’s emerging stars as both the researchers and clini-
cians for veterans. And this budget, budgets that proceed show an in-
creasing number of career development awards just for that purpose
of attracting and recruiting.

We also do want productive researchers, researchers who can
compete intramurally and extramurally demonstrating that their
research by all merit review is the best research that can possibly
be done to answer and address those questions that are relevant to
improving veteran health.

MRr. SnyYDER. I agree with that. The question is, with additional
funds, could you do more top-flight research that meets that stan-
dard? And I think that you could.



36

But the last question I want to ask has to do with your discussion
and your written statement on neurotrauma. And I was struck by
what you say here, that traumatic brain injury accounts for almost
25 percent of combat casualties.

Is that 25 percent of all casualties or those that are hospitalized?

Dr. PErRLIN. I would have to get you that number.

Dr. KurersMmiTH. Yeah. Dr. Ruff may know that offhand.

MR. SNYDER. That seemed a little high to me for 25 percent of all
combat casualties. I would have thought there would have been a lot
of superficial shrapnel.

Dr. PErLIN. Well, maybe the way I can come to that is that -- and
we will check on the exact -- but one of the statistics that is absolutely
incredible is that if you are injured in combat and you make it to a
critical support hospital at the front lines, you stand over 98 percent
chance of survival. As you have seen, the injuries are multiple and
often include that.

Let me ask Dr. Ruff if --

MR. SnYDER. Well, let me get to my question. The Chairman is be-
ing very patient here, if I might.

My question is this. So in your statement, you say 25 percent of
combat casualties in both Iraq and Afghanistan are traumatic brain
injuries. And I appreciate your accentuating that because that is so
important to those veterans and to their families.

And then in your written statement, you say 85 letters of intent to
submit a research proposal were received indicating a high level of
interest amongst our investigators. Complete proposals will be re-
viewed in the next several months and we plan to fund as many high-
quality projects as the budget will allow, as the budget will allow.

Dr. PERLIN. Yes.

MR. SNYDER. And so my question and my comment would be, if you
review those 85 and you conclude you can only fund -- or that there is
only 30 there that are worth funding, you have plenty of extra money,
you are going to fund the 30, that is fine.

My concern is you review those 85 and say, you know, 73 of those
are top-flight research, but we only have funding this year for 42. I
am just making up numbers. I think that the Committee would be
concerned. I think the Veterans’ Committee would be concerned. I
think those families would be concerned if -- unless you would be very
straightforward with this as this process goes along, if you come back
to us and said, if we had additional monies, you know. Maybe Mr.
Snyder was right. We could have used additional money because we
could then fund this additional ten, fifteen, or twenty proposals that
would meet our standard for top-flight research because this is so
important to the future livelihood and quality of life of these veterans
and their families.

And I was really struck. I mean, I appreciate your candor. As the
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budget will allow. Well, budgets are set by this Congress and I will
want to know if you come back to us and say we could have funded 23
more top-flight research projects with good personnel if you had given
us more money because you make the proposal, but eventually we do
the appropriations.

And so I hope you will share with us that information so that we
can --

THE CHAIRMAN. Will the gentleman yield?

MR. SnyYDER. I am finished, Mr. Chairman. I appreciate your in-
dulgence.

THE CHAIRMAN. This is an area where -- I will choose the word col-
laboration -- this is a great area of collaboration for research between
Dr. Perlin and DoD.

Dr. PERLIN. Yes.

THE CHAIRMAN. And that is what you need to do is have that kind
of conversation because these are active-duty patients. You know,
you have them, Dr. Snyder, in your responsibilities on the Personnel
Subcommittee. And you make those decisions on medical research
in DoD.

I mean, this is an area, when you talk about the funding of combat
casualty neurotrauma, this is one that should be a cooperative ef-
fort, I would think, between VA and DoD, Dr. Snyder. Would you
concur?

MR. SNYDER. Yeah, absolutely. And it is to everyone’s interest that
it be well funded, I mean, because we want to be able to look back five
and ten, fifteen years from now just like I look back on my Aunt Lois
and her 60-year-old pregnancy, that we look back and say look at the
remarkable things that we did.

But when I see we are only going to do what the budget allows
when this Committee, I think -- I think the Congress will be very re-
ceptive if you said, you know, we could really do some more top-flight
research in traumatic brain injury to help these 25 percent of our
injured veterans.

THE CHAIRMAN. Let me bring up the area that I had a conversation
with Dr. Perlin about. So I want you to hear this, Dr. Kupersmith.
And it deals with the helmet.

Dr. KupersMITH. Yeah.

THE CHAIRMAN. So Vic Snyder is over there on the Armed Services
Committee and we are doing everything we can to give him that body
protection. So generally in the past when you have that blast, part of
the blast is absorbed by the body.

Now we give them the body armor and they have got on that new
kevlar helmet that is strapped onto the head. When the blast comes
in, it hits the extremities and part of the force goes up the face. You
get maxillofacial injuries. You get blindness, severe traumas to the
eyes, takes off part of the nose. And when the force goes up into the
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helmet, it cannot escape and we end up with all this traumatic brain
injury.

And so, number one, what I am hopeful here is when you look at
this combat casualty neurotrauma research that you also do not look
and say are we not also contributing to a problem here. We saved the
torso and lose the brain. And should this helmet have vents in it or
some type of vent system to allow part of that force to go out?

And I am not a doctor. I am not one of these. But I am just say-
Ing common sense 1s saying to me if we can put a man on the moon,
we can try to figure out how to provide some relief to a force causing
brain trauma.

So I just throw that back to you. And I will work with you, Vic, on
something like this.

Dr. KurersMITH. Let me just first say that our collaboration with
DoD in many ways -- I can just speak about the research area -- has
increased enormously just since I have been there, but it began to
increase well before. And we are collaborating in this, in burns, in
prosthetics, in many, many other areas.

And we certainly consider this very high on our agenda, at the top
of our agenda to collaborate with the Department of Defense in these.
And certainly a collaboration that could evolve in the future is to look
at our data on traumatic brain injury in the veterans some years
later and what sort of armor, what is one’s approach to armor, taking
that in light.

So those are a number of research areas that we can get into. I
think our funding line is usually about 25 percent. And we will cer-
tainly look at these projects and I think --

MR. SnyYDER. I am sorry, sir. I did not know, 25 percent -

Dr. KupersMITH. On a usual RFA, we fund about 25 percent of the
research projects that come in.

MR. SNYDER. Oh, okay.

Dr. KupersmiTH. We consider of high enough scientific merit to
fund. We do not know how it will come out on this. So when we do
know, what we can do in our own sphere is to try to, as I said before,
obviously save money in other areas so that we can provide more
here.

This is our highest priority. There is no question about that. Per-
haps in future budget submissions, some of this will be reflected, but
that is essentially how we can work with it at this point.

MR. SnyDER. Well, but I appreciate -

Dr. KupersMITH. Can I add one more thing to my answer?

MR. SNYDER. It is the written statement here that says as the bud-
get will allow, so that is where my question was coming from.

Dr. KupersMmiTH. Okay.

MR. SnYDER. Yeah. You are welcome to augment.

Dr. KupersmiTH. I just want to make the point, and Dr. Ruff made



39

this point also -- it is very important -- we are looking upon this as
taking on a problem and we are going to do this more and more in re-
search, not looking at whether it is health services research or basic
or clinical. This is a problem we want to address. We want to address
it from the cellular level through to the health system level that we
study. And I want to make that point.

MR. SNYDER. Thank you, Mr. Chairman. Thank you for your in-
dulgence.

THE CHAIRMAN. Dr. Perlin, if you could get back to me. I am sort
of struggling with really where do I really need to go? Do I need to
go over to material command at DoD to say I want you to study the
helmet?

If you have an idea here on who I need to touch or how we need to
fund or how we want to examine - if you have your studies out there
- I know you are going to be looking at other things. But if we have a
helmet - if, in fact, there is body armor with this - we are contributing
to a problem here, I really do not know who to go to to examine this
issue. I really do not.

Dr. PERLIN. You raise an important issue that the rate of survival
from a forward injury is now greater than ever before. And thatis a
good thing. But the injuries that are sustained are brutal. The body
armor saves lives.

But as you have seen when you visited at Walter Reed, you have
learned that the trauma is multiple. It can lead to amputation, spi-
nal cord injury, brain trauma, loss of vision, loss of hearing, all of the
mental health issues that are associated with that tragic loss.

And that is the challenge of today’s patient and that is where VA
1s investing its resources, areas like polytrauma. In fact, there are
projects that look at mechanisms of traumatic brain injury, the skull
interface with the helmet.

In DoD, there is a colonel I know who has been doing some work
to try to advance the helmet recognizing that the percussive injury
occurs twice, once with the explosion and once with the repercussion
with the helmet itself just as you have identified.

THE CHAIRMAN. Dr. Ruff, you passed that note. Do you know the
name of the colonel? Will you get it to the Committee? Do you know
who is doing this specific type of repercussion research?

Dr. Rurr. I do not know the name of the colonel, but I know that
there are three projects that we are looking at that look at the skull
interface to the source of the pressure, basically what you are talk-
ing about in terms of the helmet, how the pressure is delivered and
how the pressure is dissipated in terms of what effect that has on the
brain.

So that is being looked at in animal models. We are not doing it
with people. There are some people I would like to do it with, but that
is not ethical.
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DRr. PERLIN. Mr. Chairman.

THE CHAIRMAN. Yes.

Dr. PERLIN. I might suggest, Mr. Chairman, we might want to have
a closed joint briefing with the DoD and these folks because some of
the stuff we talk about probably ought to be in a closed session in
terms of what are the vulnerabilities of our armor.

THE CHAIRMAN. All right. We will do that.

If you will be in touch with the Committee, Dr. Ruff, I would ap-
preciate that.

Thank you very much for your testimony and for the judgments
that you are making. This panel is now excused.

All members of the Committee will have five legislative days to
enter their statements into the record.

Our second panel, if you could come forward. Our second panel
represents the veterans service organizations and groups familiar
with medical research.

The first member of the panel is Mr. Carl Blake, Senior Associate
Legislative Director for Paralyzed Veterans of America. Mr. Blake is
a graduate of the United States Military Academy at West Point.

After graduation, he was commissioned as a Second Lieutenant in
the United States Army, assigned to the First Brigade of the 82nd
Airborne at Ft. Bragg, North Carolina. He was retired from the mili-
tary in October of 2000 due to a service-connected disability.

Our second member of the panel is Rick Weidman who is Execu-
tive Director of Policy & Government Affairs for Vietnam Veterans of
America. Mr. Weidman served as a medic with the Company C 23rd
Med, America Division, located with ICOR of Vietnam in 1969.

Mr. Weidman was part of the staff of VVA from 1979 to 1987, serv-
ing variously as Membership Service Director, Liaison, and Director
of Government Relations. He left VVA to serve in the Administration
of Governor Uma as Director of Veterans Employment and Training
in the New York State Department of Labor.

Congratulations on your new title.

MR. WEeIDMAN. Thank you very much, sir.

THE CHAIRMAN. Our third and final panelist, Dr. Dennis Niewoeh-
ner, a Member of the American Thoracic Society and Chief of Pulmo-
nary Section of the VA Medical Center, Minneapolis, Minnesota. He
is here testifying on behalf of the Friends of VA Research.

Gentlemen, your written statements, if you have them -- do all
three of you have written statements? All but one. Rick Weidman,
do you have a written statement?

MRr. WEIDMAN. Yes, sir.

THE CHAIRMAN. All three have written statements. If you offer your
statements, they will all be submitted for the record, and you each
are recognized for five minutes for oral testimony.

Mr. Blake, you are now recognized.
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STATEMENTS OF CARL BLAKE, SENIOR ASSOCIATE LEGIS-
LATIVE DIRECTOR, PARALYZED VETERANS OF AMERICA;
RICHARD WEIDMAN, EXECUTIVE DIRECTOR, POLICY &
GOVERNMENT AFFAIRS, VIETNAM VETERANS OF AMERI-
CA; AND DENNIS E. NIEWOEHNER, MEMBER, AMERICAN
THORACIC SOCIETY, TESTIFYING ON BEHALF OF VA RE-
SEARCH, CHIEF, PULMONARY SECTION, VAMC, MINNEAP-
OLIS, MINNESOTA

STATEMENT OF CARL BLAKE

MRr. BrLake. Thank you, Mr. Chairman. Mr. Chairman, Mr. Mi-
chaud, I would like to thank you for the opportunity to testify today
on the VA Medical and Prosthetic Research Program.

Before I begin, I would like to introduce someone who is here with
me. [ would like to introduce Mr. Thomas Stripling. He is PVA’s Di-
rector for the Research, Education, and Clinical Practice Guidelines
Program. He is our subject matter expert on these issues at PVA and
he will be available for questions also.

THE CHAIRMAN. Please come up here and have a seat.

Mr. Blake is here testifying. He answers the questions asked. But
you know what? I do not have the subject area of that --

MR. BLakE. I learn quickly, sir.

THE CHAIRMAN. You had a very good answer. Something you learned
probably at West Point.

MRgR. BrakE. It had to do with the IT section, sir -

THE CHAIRMAN. It was IT.

MR. BLAKE. - and not knowing where it was in the IB.

THE CHAIRMAN. Yes. It was a great question, but this is not a sub-
ject area for which I have great expertise, I think. Now you have him
to your right.

MR. BLARE. Yes, sir.

THE CHAIRMAN. We have you covered. You are recognized.

MR. BLake. The VA healthcare system is a unique environment
combining clinical care, education, and research. VA currently sup-
ports approximately 3,800 researchers at 115 VA medical centers.

According to the VA, nearly 83 percent of these VA researchers are
practicing physicians. Because of this dual role, VA research often
immediately benefits patients.

For example, functional electrical stimulation is a technology us-
ing controlled electrical currents to activate paralyzed muscles and is
being developed at VA clinical facilities and laboratories throughout
the country.

This technology is now being applied to many PVA members re-
ceiving healthcare service and rehabilitation therapy at SCI centers.
Through this technology, tetraplegic patients have been able to grasp
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objects, stand and pivot to assist transfers, and control bladder func-
tion. We even anticipate greater capacity for walking short distanc-
es.

Through the system’s scope of primary, secondary, and tertiary
care as well as long-term care, with multi-disciplinary academic af-
filiations, the VA brings validation and innovation to the delivery of
the best care for today’s veterans.

Perfect examples of this idea are the Parkinson’s Disease Research,
Education, and Clinical Centers and the MS Centers of Excellence.
These centers represent a successful strategy to focus the VHA’s sys-
tem-wide service and research expertise to address two critical care
segments of the veteran population.

Since 1997, PVA has worked with VA MS clinicians and adminis-
trators as well as with private MS providers and advocates to address
the then patchwork service delivery by VHA towards veterans with
MS. While we identified the scope and range of these services, it be-
came very apparent that vital elements indeed did exist.

The designation by VA of two MS Centers of Excellence located
in Baltimore and Seattle/Portland represents centers without walls
engaged in marshaling VA expertise in diagnosis, service delivery,
research and education, and making the same available across the
country through the hub and spokes’ approach.

PVA supports this approach for both Parkinson’s disease as well as
multiple sclerosis. In fact, there is a similar approach that is used for
spinal injury care through the VA.

We would urge the Committee to consider legislation which would
permanently authorize these centers because they represent the true
value of VHA as a national healthcare system’s success story.

PVA recognizes the fact that much like the greater VA infrastruc-
ture, research facilities are aging and in need of repair or renovation.
For decades, insufficient construction funding has been provided to
maintain, upgrade, and replace the VA’s aging research facilities.
The result is a backlog of research sites that need major and minor
construction funding.

Five years ago, the VA received $25 million specifically for upgrades
and enhancements to these facilities. However, no specific funding
has been provided since.

We do appreciate that this Committee and the House of Represen-
tatives earlier this year earmarked $12 million for minor construc-
tion at VA research facilities. However, we believe a steadier stream
of funds must be provided.

We urge Congress to begin investing dedicated funding into the
rapidly deteriorating infrastructure in which VA clinicians and re-
searchers conduct their daily activities.

The VA has stated that it will need three years to complete a re-
search facility’s assessment before it can invest new money into its
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research infrastructure. However, an assessment was just completed
in 2003 and we believe that this assessment could be used as the
baseline for a faster reevaluation so that much needed upgrades are
not held hostage to this process.

In conclusion, Mr. Chairman, our greatest concern with the Medi-
cal and Prosthetic Research Program is chronic under-funding. VA
research has been grossly under-funded in comparison to the growth
rate of other federal research initiatives.

Although the Administration’s budget request called for only $399
million for this account, we appreciate your efforts and the Commit-
tee’s efforts to provide the additional funding to the program. How-
ever, we believe more can be done.

In accordance with the recommendations of the Independent Bud-
get, we believe that the Medical and Prosthetic Research Program
requires $460 million. This would allow the VA to expand the scope
of many of its research projects and begin upgrading and expanding
its research infrastructure.

Mr. Chairman, I would like to thank you again for the opportunity
to testify. And myself and Mr. Stripling will be happy to answer any
questions that you might have.

THE CHAIRMAN. Thank you.

Mr. Weidman, you are recognized.

[The statement of Carl Blake appears on p. 84]

STATEMENT OF RICHARD WEIDMAN

MRr. WEDMAN. Thank you, Mr. Chairman. On behalf of Vietnam
Veterans of America and our National President, I want to thank you
for this opportunity.

We also wish to salute you for your continued emphasis on trying to
get VA to focus on the wounds of war and the maladies and wounds
of military service per se. It is something that Vietnam Veterans of
America since our inception has focused upon and something that
seems to be very difficult.

Just one example, even though it has been on the books now for
some 24 years, we seem to have difficulty and so does the VA in get-
ting each primary healthcare physician to do something as simple as
take a military history on each and every veteran whom they see and
relate it back to what maladies should they be testing that individ-
ual for, what other conditions, as an example, frostbite if the person
served on the ground in Korea.

The VVA strongly supports increased funding for all parts of VA
and I think it is indisputable and VVA believe it is indisputable that
VA has made many extraordinary contributions to the world of re-
search and medical research today that have spilled over to the rest
of medicine and to the rest of the society.
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However, we strongly agree and applaud you for saying it has to
be veteran specific and veteran centric. It will have applications to
other human beings, but it should be focused on what is it as it is go-
ing to directly help improve care at VA.

The Genomic Project that they have underway, in fact, may be use-
ful to the entire nation. If so, we should think of it in light of who
has the resources. The VA research budget overall is decimal dust,
I repeat, sir, decimal dust in comparison to the size of the research
budget at the National Institutes of Health. If it is, in fact, in the
national interest, and we believe it is, NIH should fund it in whole.

Similarly there are a number of things in our written statement
that I would draw your attention to having to do with NIH refusing
to pay admin overhead, et cetera, that we would hope that the Com-
mission would address with your counterparts on the appropriate au-
thorizing Committee.

Last, and I want to focus the remaining time here on the National
Vietnam Veterans Longitudinal Study, the unfortunate mischarac-
terization of the GAO report this morning or this afternoon is some-
thing that we cannot let rest. GAO does not tell the Executive Branch
what to do in any instance. It is, of course, an arm of the Congress.

It was an administrative decision to stop the NVVLS originally
taken by the previous Under Secretary who stopped it arguing that
$17 million was too much to spend on this study. This is the same
incidentally Under Secretary who was removed for throwing $374
million down the toilet on hardware and software that did not work
at Bay Pines, Florida.

But 17 million was too much money to spend on a longitudinal
study. We have difficulty with that, sir. The excuse that is given now
for not continuing and completing the replication as required by Pub-
lic Law 106-4119 of the National Vietnam Veterans Readjustment
Study, otherwise known as the National Vietnam Veterans Longitu-
dinal Study, is that they can only find 300 veterans left alive of the
2,500, 2,500 who were sampled.

We would suggest to you, Mr. Chairman, that if only 300 of the
original 2,500 are alive, then that would merit a press release and if
indeed not a press conference by this Committee to ask what in the
world is going on that a statistically valid, random sample of Vietham
veterans, 85 percent of them have died since 1985. There is no reason
in our view for any further delay in moving forward on completing
the NVVLS.

Two quick comments on a couple of other studies that Dr. Fried-
man so ably commented on. The Twin Study does not include any
African Americans. It does not include any or virtually no Latinos
and it includes no women whatsoever, whereas, in fact, the database
for the National Vietnam Veterans Longitudinal Study has over-
sampled for all three of those groups and would allow us to make
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statements about it.

Last but not least on the Twin Study is the Twin Study is really
right on the borderline of being too small to allow us to make judg-
ments about the overall veterans’ population within the country.

The brain injury work, we certainly applaud and would encourage
all of that ancillary research to go on, but that does not substitute for
the NVVLS.

Last but by no means least, I would like to just briefly comment
that there are a heck of a lot of very curious studies that have been
funded instead of the NVVLS over the last three years. Let me just
cite three examples that we can supply to the Committee to be part
of the record.

First is PTSD plus electroconvulsive shock treatment with them
claiming that people were faking symptoms. This came out of the To-
peka, Kansas VA Medical Center, but was funded by R&D. The claim
there was that because reportedly symptomatology went down after
they informed the veteran that we are going to admit him inpatient
and for two weeks we are twice a day going to run current through his
body and put him into electroconvulsive, electrically induced convul-
sions, that suddenly his reported symptoms went down.

I would suggest to you, Mr. Chairman, that a veteran with chronic
PTSD, acute PTSD, if you and I informed him that twice a day if he
reported any more symptoms we were going to take him out in the
parking lot and beat the bejeebers out of him, then he would stop
reporting symptomatology. I mean, this is not the kind of research,
quote, unquote, that we should be reporting.

Additionally, also at that same medical center, there was a study
that came to the conclusion that smoking increases your risk of PTSD.
This struck us as very odd when, in fact, of course, it is the other way
around. There are other factors that cause and increase your risk
of getting posttraumatic stress disorder. And smoking is elevated
among people who have PTSD, but does not increase the risk, at least
from any reasonable point of view that we can see nor have we ever
seen any literature whatsoever supporting either of those theses.

Mr. Chairman, we would be glad to answer any questions. We
thank you once again for your leadership in pushing to make the few
dollars that VA has on for research and development most relevant
to America’s veterans and to our service men and women who are
serving today.

Thank you very much, sir.

THE CHAIRMAN. Thank you very much.

Sir.

[The statement of Richard Weidman appears on p. 95]
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Dr. NIEWOEHNER. I am respiratory disease specialist at the Minne-
apolis VA Medical Center and a Professor of Medicine at the Univer-
sity of Minnesota. While I am a VA employee, I am today testifying
as a private citizen on behalf of the Friends of VA Healthcare and
Medical Research, better known as FOVA.

FOVA is a coalition of over 80 veterans service voluntary health
and medical professional organizations that support funding for vet-
erans’ health programs. FOVA is especially committed to ensuring a
strong VA Medical and Prosthetic Research Program.

So why support VA Research Program? I will give you three rea-
sons. Good science, good physicians, and good care for veterans.

The VA Research Program produces good science whether it is hep-
atitis, heart disease, Parkinson’s disease, diabetes, or rehabilitation
medication. The VA Research Program is producing new approaches
and new treatments that are published in the leading medical jour-
nals.

VA research is peer reviewed. Like our colleagues at the NIH and
other federal funding agencies, all VA research proposals go through
a vigorous peer review process to ensure that only the best scientific
proposals are funded.

The VA Research Program excels in clinical research. And by clini-
cal research, I mean testing therapies in patients, not in test tubes.
Our laboratory colleagues do an excellent job of generating novel
ideas from basic research, but somebody has to translate these re-
search ideas into treatments for patients. And the VA Research Pro-
gram is very good at that task.

Allow me to provide just one example from my own experience.
Chronic obstructive pulmonary disease, which is also called COPD or
emphysema, is a prevalent disease among our veterans and relevant
to the Chairman’s previous comments, I think, can be viewed as be-
ing veteran centric and is one of the most common reasons for hospi-
tal admission. Hospital admissions account for more than one-half of
the total medical costs of treating this terrible disease.

In a trial sponsored by the VA Cooperative Studies Program, we
demonstrated giving cortisone-like drugs significantly reduced length
of hospital stay. So by using this treatment, patients get better soon-
er and the VA medical system saves money.

These findings were published in the New England Journal of Med-
icine and these findings have been widely incorporated into clinical
practice both within and without the VA medical system.

The VA Research Program helps attract highly-qualified physi-
cians to serve our nation’s veterans because it provides a unique op-
portunity to combine a career in clinical medicine with opportunities
to do research.
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For me personally, the research program was a major reason that I
joined the VA and equally important it is also the reason that I have
remained in the VA medical system for nearly 30 years.

Lastly, and I emphasize this point most strongly, the VA Research
Program is good for veterans. It focuses resources on diseases of high
prevalence among veterans and evaluates new treatments in a highly
scientific manner.

The VA Research Program fosters a culture of inquiry where the
veterans’ care needs drive the research program and in turn findings
from the research program drive improvements in veterans’ care. In
addition, new research findings can be quickly and broadly imple-
mented across the entire VA medical system.

One dark spot on the shining achievements of the VA Research
Program 1is its aging facilities. The subpar research facilities are
making it increasingly hard to recruit and retain top-flight physician
researchers in the VA medical system.

FOVA greatly appreciates the recent congressional efforts to ad-
dress this issue in the military quality of life, VA appropriations bills.
However, the problem persists. VA has identified a priority of lists of
VA labs that are in need of renovation and is committed to executing
these renovation projects provided Congress provides the funding.

FOVA strongly recommends that $45 million be provided to reha-
bilitate the existing VA data lab space.

Mr. Chairman, I think it is clear that the VA research uses its
resources wisely and efficiently to the betterment of veterans’ health-
care. Thank you for listening to the views and recommendations of
FOVA, and I would be happy to answer any questions.

[The statement of Dennis Niewoehner appears on p. 103]

THE CHAIRMAN. Thank you very much to all of you for your testi-
mony.

Mr. Blake, in your testimony, you talked about PVA supporting the
building of these Centers of Excellence. So let me go specifically to
the one VA currently operates, the Center for Limb Loss and Pros-
thetic Engineering in Puget Sound, Washington where investigators
study amputation prevention, lower limb prosthetic improvement,
and patient outcome measurements.

So with that in mind, why should we create a new center which will
require additional real dollars instead of just perhaps even beefing up
what we presently have?

MR. Brake. Well, Mr. Chairman, I think the point that I was trying
to make is that one single center across the VA spectrum given what
seems to be a fairly significant problem among the newer veterans
returning is probably not enough to meet the demand for that grow-
ing service within the VA system.

We recognize the importance of that one particular center in pro-
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viding service and the research it is conducting. But if you spread
that wealth out a little more, instead of having it in one general area,
and even though it kind of operates within that hub and spoke ap-
proach that I spoke about, you can spread out the different activities
that are being done to more than one center so that you meet this
growing population of veterans who are dealing with these particular
problems.

THE CHAIRMAN. Have you been to this center?

MR. Brake. I have not, sir.

THE CHAIRMAN. Have you, Mr. Stripling?

MR. StripLING. [Shakes head negatively.]

THE CHAIRMAN. Do not worry. I have not either.

Dr. Ruff, have you been there to this center in Puget Sound?

Dr. Rurr. Yes.

THE CHAIRMAN. I know this is a little out of ordinary. Dr. Ruff, can
you come forward just a second. Can you tell us about this center in
Puget Sound. I mean, if the Senate has a proposal over there and
we have limited dollars, should we really be building more centers
around the country or beefing up what exists at an existing facility?

Dr. Rurr. The Puget Sound center is a center in rehab research.
It is one of 15 centers in rehab research. Its mission is shared some-
what by a new center that has been developed in Providence in terms
of Providence is looking at ways of enhancing prosthetic design, re-
ducing the deficits that people with amputations have.

The Center in Seattle is focusing a little bit more on prevention
of limb loss and they are coordinating their research activities with
a podiatry service, clinical podiatry service which leads a program
called PACT, which is Prevention of Amputation Care Team, which
is a national program within the VA. That focuses on reducing the
risk of amputation primarily for older veterans who are at risk due to
diabetes and peripheral vascular disease.

The center in Seattle is a research center that coordinates with
clinical centers, but I think they are talking about a different type
of center. I think that they were talking about a clinical center for
prosthetics care maybe to link with the center in Seattle. But I do
not want to speak --

THE CHAIRMAN. Well, wait a minute. Let me ask Mr. Blake because
I am confused.

What are you asking for, Mr. Blake?

MR. BLAkE. I would say it would be a broad-based center that has
both clinical aspects to it as well as research aspects. And we also
make recommendations so that these centers put a great deal of em-
phasis on research in terms of performance standards and improving
the equipment that is being placed out there.

Although we recognize that many of the servicemembers who
are coming back through places like Walter Reed in particular but
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Bethesda or Brooke are receiving high-quality prosthetics, that is be-
ing done through a program supported with DoD.

And the VA needs to get in line with that as well, and these centers
could kind of align their own prosthetics program with what the DoD
is doing in a very small location to ensure that there is continuity of
those types of services once those servicemembers are out into the VA
and receiving their care there and not directly from DoD.

THE CHAIRMAN. All right. Thank you.

Thank you, Mr. Weidman.

Thank you, Dr. Ruff.

Mzr. Michaud, you are recognized.

MR. MicHaup. Thank you very much, Mr. Chairman.

Mr. Weidman, thank you for your comments about the NVVLS
study and the importance of completing the study. I know in the
past, you have talked about having a separate line item to complete
the study. I believe it was $25 million to complete the study.

Should that money come out of the $412 million for research or
should that be additional resources to complete the study?

MR. WEIDMAN. First of all, with the indulgence of the Chair, I mis-
spoke earlier. It was not a GAO report. It was an Inspector General’s
report that was issued September 30th, 2005, but the point still holds.
The IG has no line authority to cancel or to start anything.

The 25 million, up to 25 million because, frankly, we do not think
it would take 25 million to complete the study. When the study was
cancelled in early October of 2003 by Dr. Roswell, they were just on
the cusp of delivering their first set of deliverables to the VA. It was
mismanagement incidentally. The IG hit the mismanagement of
VHA, not Research Triangle Institute.

Were there some people who did not act all that well at RTI? Sure.
But that was not the issue. The issue was that VA failed to manage
the contract.

When we testified, if you recall, Mr. Michaud, we were asking for
a ten percent raise to the R&D budget. That would bring it up to
roughly $443 million and we had intended for it to come out of R&D
and not out of patient care dollars.

MR. Micaaup. Thank you.

Doctor, if we look at the funding for VA research, it is a mix of ap-
propriated dollars plus non-VA dollars.

How should the mix be envisioned for the future? Is there an ideal
percentage? Are these dollars fungible or are there ideal uses for the
VA dollars that non-VA dollars are not appropriated or vice versa?

DR. NIEWOEHNER. Is this --

MRg. MicHauD. Yes.

DR. NIEWOEHNER. -- directed towards me? I am afraid I did not
quite understand the question.

MR. MicHaup. When you look at VA research, there is a mix of dol-
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lars that is appropriated, that Congress appropriates to VA, but also
non-VA dollars, such as NIH.

Is there a certain percentage that should be VA specific and, if so,
what is that percentage between VA dollars and non-VA dollars?

Dr. NiEworHNER. Well, the diseases that we are addressing are
certainly common. Many of the diseases that we are addressing cer-
tainly are common to both VA and non-VA patients. I mentioned
COPD as being a veteran centric disease, but there is obviously a
huge amount of this disease in the non-VA community as well.

So I think it is very appropriate that the VA devotes additional
money towards research into the treatment and prevention of COPD,
but recognizing that from a broader societal standpoint that every-
body will benefit from this.

And I am not sure that I am prepared to put any specific -- I am not
knowledgeable enough to put a specific number on that.

MR. Micaaup. Thank you.

Mr. Blake, dealing with the spinal cord injury research, your orga-
nization is definitely in the forefront in that particular arena.

Do you think the VA is doing enough in this area and, if not, what
do you think the VA should be doing?

MR. BraAkE. I think I would like to defer to Mr. Stripling because he
1s intimately involved with that particular program.

MR. Micaaup. Thank you.

MR. StripLING. Thank you very much for the question, sir. I am
not sure we ever get to the point where enough has been done on a
lifetime disease or a lifetime disability.

I think the issue becomes one of being able in the VA system to
track the kinds of the things that are a repeat problem. So we are
never going to cure, if you would, as quickly an injury that happens
in a split second.

But when we see urinary infections continuing to be a problem, we
see respiratory problems continuing, we see pressure ulcers continu-
ing, we see diabetes continuing, we know we are not doing enough in
those areas. We need to isolate them as the VA has in various initia-
tives whether it is QUERI, whether it is rehab R&D, or whether it is
in their Clinical Affairs Division to see whether we can make some
progress in those things.

We may not be able to settle the issue of diabetes forever, but we
make it a manageable condition. We may not be able to completely
take care of emphysema, but we make it a manageable condition.

Bringing more information into the process, we get better clinical
outcomes, we get better clinical practice, and we get reduced inci-
dences of those in our area, you know, in our tracking system and we
know we are making progress.

So I think that when you have a lifetime condition, there may never
be enough that can be ever done because the condition is a lifetime.
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But there are management issues that any of us would expect and
any of us would accept as ways of living with that condition, that
move us from the process of catastrophicness, if you would, to man-
ageability.

And I think those are what we see now in the outcome studies that
are being performed across the healthcare system whether in the VA
population, in the SCI population, or in the civilian populations.

We have a life expectancy now that we can be proud that we have
created. We have gone from a condition that was not manageable to
a condition that is survivable to an extent, if you would.

So I think that we continue to monitor ourselves. We continue to
see that we get progress in what we are doing. I am not really sure
we will ever get to the point where we have done enough.

MR. Micaaup. Thank you.

And once again, Mr. Chairman, I want to thank you for having this
hearing.

And the reason why I asked Dr. Perlin for information on all of
what they are doing in research and development, because I think
there is an important aspect of what the VA is doing in R&D as well
as with DoD, and I was interested in that because I think it is impor-
tant that they are focused and working together.

But also as equally as important, I know there is a lot of research
going out there in the private sector working in different areas. And
a good example is the University of Maine, which is doing some re-
search which affects the Navy, the Coast Guard and fishermen on
boats and the speed of the boat and the pounding of the boat on the
water, as to the impact on the spinal cord.

So there is a lot of research going out there, and I think it is im-
portant with the finite amount of R&D dollars that we have as much
collaboration not only interagency but also with the private sector to
try to get the most bang for the buck.

Thank you. I yield back my time, Mr. Chairman.

THE CHAIRMAN. Thank you very much for the gentleman’s contribu-
tion.

Mr. Blake, I know that PVA have been very active in your work to
establish the two Centers of Excellence for MS, Baltimore and the
Seattle/Portland facility. And Mr. Brown and Mr. Michaud are con-
sidering making that a permanent authorization.

And I would like to know what do you think that would do? Is that
something they should be doing or not?

MR. BLAKE. Absolutely, sir. Ithink we make that recommendation.
We have made it numerous times. I think the reason we make the
recommendation is the VA is clearly doing great work there.

And the point is, by permanently authorizing, we ensure that due
to some kind of budgetary whim or some other problem that may
arise as we talk about here, limitations of dollars, that these centers
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do not become victim to cuts that might be necessary just through the
fact that there is no money available. And by permanently authoriz-
ing them, we can protect them in that manner.

THE CHAIRMAN. To the Friends of the VA, let me thank you for the
written testimony. Please express my appreciation to whoever put
all this together. If it was you, congratulations. You did good work.

One of our challenges, when you come in with your testimony and
say, well, you should upgrade your research by $45 million, it is not
how the budgets get broken out. You know, Dr. Perlin sends over
their medical construction and there is not a specific break-out col-
umn. We do not get one from you, Doc, that says, okay, this is the
medical research construction budget.

I mean, we give dollars to them. Then you have that internal fight
with regard to how those dollars are spent. And we have not had a
specific break-out with regard to how we do our budgets. I think you
know that. So it is hard for us when you go, okay, you tell us there
should be a specific $45 million. It is not all aligned that way. I just
want you to know that.

DRr. PErRLIN. T know.

THE CHAIRMAN. Okay. We do recognize and are cognizant that
based off the site visits, he has given his testimony that upgrades
need to be made. Dr. Perlin is sitting right next to him. I think given
Dr. Perlin, he would have preferred for him to be here himself. But
we like Dr. Perlin to bring his team here so he can also hear from his
team. And I think it is important as he hears from his team we are
also listening to it too.

And so I appreciate the time you put in and please extend that to
your team.

Mr. Weidman, thank you.

Mr. Blake, congratulations. You are figuring this place out.

MR. BLakE. Thank you, sir.

Mr. Chairman, could I made one other point real quick --

THE CHAIRMAN. Sure.

MR. BLAKE. -- just to clarify on the question about the amputation
centers? Senator Craig’s proposal, I think, just kind of envisioned
clinical service centers for veterans who have amputations and their
needs for prosthetics.

And in our recommendation both before the Senate and in our state-
ment that we brought here to you today, we take that a step further
by introducing the research component into it because we recognize
through all the Centers of Excellence and just like through SCI cen-
ters the importance of the research aspect and the clinical research
that goes on as this care is provided.

THE CHAIRMAN. I have not seen Chairman Craig’s legislation. I do
not know a lot about it. I have learned more just today. If that is
what it is, I am a little more attentive. I do not want to create more
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research facilities out there and take away from existing facilities.

Mr. Weidman, you have a closing comment?

MRr. WEmDMAN. No. Just a question, Mr. Chairman. If you would
entertain at least a link to the Inspector General’s report in question.
Those reading the record in the future will be confused who is correct
about the right reading of the Inspector General’s report of Septem-
ber 30th, 2005. If that could be included in the record or at least to
link it from the House of Veterans’ Affairs web site to the IG’s office?
I do not know if I am making any sense on that, sir.

THE CHAIRMAN. Try it one more --

MRr. WebMan. Okay.

THE CHAIRMAN. Come at it one more time.

MR. WEIDMAN. The Inspector General’s report --

THE CHAIRMAN. Yes.

MR. WEIDMAN. -- of September 30th, 2005, in regard to the National
Vietnam Veterans Longitudinal Study --

THE CHAIRMAN. Yes.

MR. WEIDMAN. -- there was obviously a difference of opinion as to
what that report said.

THE CHAIRMAN. Yes.

MRr. WEIDMAN. My question to you, sir, is would you entertain con-
sidering having a link from the record of this hearing to that Inspec-
tor General’s report so that those reading the record, either other
members of their staff or the public, in the future have access to it.

THE CHAIRMAN. Yes. I think the fact, Mr. Weidman, that you have
now referred to that report, individuals could find it. I prefer not to
have that part of our hearing record. But the fact that you have men-
tioned it, those who may read it now know how to refer to it.

MR. WEeiDMaN. Thank you, sir.

THE CHAIRMAN. Okay? Thank you very much.

This hearing is now concluded.

[Whereupon, at 3:06 p.m., the Committee was adjourned.]
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Statement for the Honorable Mr. Brown
Full Committee Hearing on Research
Committee on Veterans’ Affairs
June 7, 2006

Good afternoon. Mr. Chairman, I would like to express my thanks to you for holding this
very important hearing today. Thank you to all of you that have agreed to testify today
and I look forward to working with you on appropriately prioritizing the research projects
and infrastructure needs in the coming years. Again, thank you for being here.

We have a critical oversight role on this committee as it relates to research. While we
tend to focus most squarely on the direct medical care the VA provides to our servicemen
and women, research is a key mission of the VA and our veterans have come to rely on
the many advances that were developed inside VA’s walls and in collaboration with other
public and private entities.

I am eager today to accomplish a few things: (1) welcome a new chief of research before
this committee, so Dr. Kupersmith—welcome; (2) explore the emerging priorities, some
of which have been laid out in the Administration’s FY 2007 budget request and to better
understand the practical, clinical applications of the proposed initiatives; and finally, (3)
get a better sense of what the research infrastructure requirements will look like into the
future.

We are all very aware of the great many successes VA has had in the area of research, but
today we are taking the somewhat rare opportunity to showcase it.

As [ said at the outset Mr. Chairman, both us here on this committee, and the veterans we
represent, have become increasingly aware of the fruits of VA's research effort.
However, I think that the public, in general, has had little exposure to just how much the
department has contributed to the national research effort and debate. Today, Doctors
Perlin and Kupersmith will have the opportunity to share that in a very public forum.

Again, I welcome everyone here today and I thank you Mr. Chairman for-- during what
has been titled “Innovation Week™ here in the Congress—holding a hearing on this very

important subject.

1 yield back the balance of my time.

(54)
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Opening Statement of the Honorable CIiff Stearns
Committee on Veterans Affairs
June 7, 2006

Full Committee Hearing on the Department of Veterans Affairs (VA) Research

Mr. Chairman, thank you for holding this hearing today on the VA
Medical and Prosthetic Research programs.

There are a lot of witnesses here today in which I am interested,
and | appreciate your time in coming to testify. Like many of us, I am
proud to have a VA Medical Center, the Malcom Randall VA Medical
Center, affiliated, and in fact connected via underground tunnel, to an
academic medical center, University of Florida Medical School and
Shands teaching hospital. They do tremendous research collaborations
ranging from psychiatric and PTSD and other mental health disorders
research, to diabetes “best practices”. [ would say they meet the criteria
cited: relevance, quality, and productivity.

I am also interested to hear from Dr. Watson (Executive Director,
American College of Medical Genetics). I was proud to be named the
first leader of the first Congressional Task Force on Genetics a decade
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ago, by then Commerce Committee Chairman Bliley. I held hearings
with many witnesses from the genetics community, and I have continued
my engagement, offering bills to address genetic nondiscrimination in
health insurance protection bills. This interest obviously extends to
veterans.

Finally, Dr. Niewoehner, as a pulmonologist, | am pleased to have
you here, as well. Two years ago I founded and continue to co-chair,
with Rep. John Lewis (D-GA) the Congressional Chronic Obstructive
Pulmonary Disease (COPD) Caucus. ' In2004, I gave a speech about -
COPD 1n the VA. At the time, I remarked that the Veterans Integrated
Service Networks treat nearly 600,000 COPD patients annually in all of
their treatment milieus, and the system includes 329 pulmonologists and
nearly 60 VA-supported COPD researchers. As our natton’s largest
integrated health care system, it provides the perfect laboratory for
research into this disease. | would be interested in an update on the
VA’s efforts in COPD research and treatment.

Thank you, Mr. Chairman.

6/7106 Page 2 of 3 LES for CS
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Statement of the Honorable Stephanie Herseth
House Committee on Veterans Affairs
Department of Veterans Affairs Medical Research
June 6, 2006

Good afternoon Mr. Chairman and thank you for holding this

important hearing,

I want to welcome the witnesses today and look forward to receiving

their views and insights on VA medical and prosthetic research.

As the soldiers from the wars in Iraq and Afghanistan return home
with wounds suffered in battle, today’s hearing is especially appropriate and
valuable. The quality of life of these OIF/OEF veterans, along with soldiers
from previous wars, is directly impacted by the VA’s medical and prosthetic

research programs.

Like many of my colleagues, I have had the honor of visiting
wounded soldiers at VA medical centers and at the Walter Reed Army
Medical Center. These brave soldiers from South Dakota that I visited, like
so many wounded OIF/OEF veterans, have been severely wounded and are

struggling to overcome their injuries and move forward with their lives.

That is why [ was troubled that during a time of war the
Administration’s budget request for Fiscal Year 2007 proposed to cut
funding for VA Medical and Prosthetic Research and called for a reduction

in FTEE. While we have worked in the House to restore the VA medical
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research funding to last year’s funding level, there is much room for
improvement. [ look forward to working with my colleagues in the future to
provide the Medical and Research program with funding that will allow for

expanded research initiatives.

The VA has developed unsurpassed clinical, educational, and research
programs throughout the country. These programs provide innovative care
to patients and develop unique opportunities to VA clinical researchers and
doctors. Ihope that we will use today’s testimony to guide us in making
helpful and sensible improvements to the VA medical research that helps

expand upon these efforts.

Mr. Chairman, I appreciate the witnesses’ views and their efforts to

assist us in understanding the VA’s research endeavors.

Thank you Mr. Chairman.
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Opening Statement of Congressman Michael Michaud
June 7, 2006

Mr. Chairman, I want to welcome each of our witnesses
and thank you for holding this hearing.

The VA has long been at the forefront of needed and
innovative research.

The work performed by the VA helps perhaps the most
deserving population in our society — veterans and their
families.

Breakthroughs often help veterans and non-veterans alike.

VA medical research is an effort that we all support and all
wish to enhance.

Unfortunately, dollars needed to maintain the quality of
research are becoming more and more scarce as medical
inflation and flat funding erodes budgets.

I look forward to hearing how VA will prioritize the many
research initiatives underway and how VA plans to keep its
research facilities on the cutting edge of technology.

VA has a responsibility to focus its research so that it will
best assist those it is supposed to help.

For example, we have among others, two distinct
populations that need medical research to produce results
immediately.
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Our aging veterans are dealing with end of life
complications. VA medical research can improve the
golden years for these veterans.

Our OEF/OIF veterans have significantly different
challenges related to the war in which they served. Again,
VA research can make breakthroughs that can improve the
quality of their lives.

Given the current funding level, I have concerns for the
ability of the VA to fund research that helps VA’s
traditional patient base and also returning servicemembers.

We need to look at greater collaboration, strengthening of
bonds between VA and non-VA public and private entities.

We need to encourage researchers to pursue and win grants.

But these efforts cannot be a replacement for appropriated
dollars.

We need to do better than flat funding to ensure that VA
continues to attract the best personnel and stays at the
forefront of medical research.

VA research is not an academic endeavor.

It is essential for improving the quality of care available to
our veterans.

Lastly, on the front page of today's Washington Post there
is an article entitled "Data Theft Affected Most in Military.
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This data breach affected the sensitive personal information
of 26.5 million veterans and servicemembers.

In light of this, I would like the VA to address what steps it
has taken to safeguard sensitive personal information in its
research program, and what steps it plans on taking to
protect the privacy and security of the genetic information
it obtains as part of its genomic research program.

Mr. Chairman, again I would like to welcome each of our
panelists and I look forward to their testimony.

Mr. Chairman, I also again want to thank you for holding
this import hearing.
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THE HONORABLE JONATHAN B. PERLIN, MD, PhD, MSHA, FACP
UNDER SECRETARY FOR HEALTH
DEPARTMENT OF VETERANS AFFAIRS
ON THE VA MEDICAL AND PROSTHETIC RESEARCH PROGRAM
BEFORE THE
HOUSE COMMITTEE ON VETERANS' AFFAIRS

JUNE 7, 2006

Kk AR Kk

Mr. Chairman and Members of the Committee,

Thank you for the opportunity to appear before you today to discuss the Department of
Veterans Affairs (VA) medical and prosthetic research program, inciuding the relevance
of VA research to the clinical treatment of veterans; description of priorities for
Operation Iraqi Freedom/Operation Enduring Freedom (OIF/OEF) research; discussion
of the Genomic Medicine initiative; and the need to upgrade and modernize VA
research facilities. | am pleased to have Dr. Robert Ruff, Acting Director, Rehabilitation
Research and Development Service; and Dr. Matthew Friedman, Director, National
Center for Post Traumatic Stress Disorder. In addition, | am especially honored to
introduce Dr. Joel Kupersmith, Chief Research and Development Officer, to the

Committee. We appreciate this invitation to discuss the important work of VA research.
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History of VA Research

The original design for the Veterans Health Administration (VHA) Office of Research

and Development (ORD) was clear: VA shall carry out a program of medical research

to provide health care more effectively and contribute to the Nation’s knowledge about

disease and disability with emphasis on injuries and illnesses particularly related to

service. We hold to that same purpose today.

The history of VA research is full of examples of how VA clinical investigators have

improved clinical care.

VA pioneered the first effective therapies for tuberculosis in the 1940s; veterans
returning from the Pacific theater and POW camps in World War il were some of

the first to receive these treatments.

From the 1940’s to the present, VA researchers have led the development of
better fitting, lighter, more functional artificial limbs. In the late 1970s and early
1980s the Veterans Administration, as it was called then, supported research that
led to the Seattle Foot, a prosthetic device for lower limb amputees. This
revolutionary device has allowed thousands of amputees from the Vietham War
to return to an active life and participate in activities like basketball, skiing, or
running, all of which were impossible with traditional artificial imbs. By 1991,
more than 70,000 Seattle feet were in use in the United States. Later, | will
describe the exciting work VA research is doing today in the area of robotics and
other cutting edge prosthetics.

in the 1950s and 1960s, the VA cooperative studies program developed the
essentials of the multi-site randomized controlied clinical trial that is the standard
for testing the safety and efficacy of new treatments today. VA cooperative
studies in the 1960’s, 70’s, and 80’s proved the value of such widely used

therapies as coronary artery bypass, the use of lithium in bipolar disorders, and
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aspirin’s ability to ward off heart attacks. More recent VA clinical trials have led
to non-surgical treatments for gastro-esophageal reflux disease and prostate
enlargement, demonstrated the value of advanced cochlear implants in veterans
with profound hearing loss, and established effective treatments for post-
traumatic stress disorder (PTSD). Such results have extended life and improved

the quality of life for veterans and non-veterans alike.

In the 1960s, the VA invented the radioimmunoassay, a procedure that is now a
mainstay of clinical laboratory testing through the world for detecting biological
markers associated with health and disease such as prostate-specific antigen
(PSA).

Also in the 1960s, VA was instrumental in the invention and use of the first
implantable cardiac pacemaker. William C. Chardack, chief of surgery at
Buffalo's Veterans Administration Hospital, collaborated with Wilson Greatbatch
in a partnership to develop the device and surgical techniques that have helped

millions of Americans, including our aging veterans.

VA research contributed significantly to the development of the CT scanner and
MRI machine. VA's basic science research in 1960 and 1961 contributed to the
development of the computerized axial tomography (CAT scan) in the early
1970s and modern radioimmunoassay diagnostic techniques in the mid-1980s.
This illustrates that the progress of discovery is not an overnight task.
Sometimes, scientists must work for decades to find solutions to complex
problems. Today, veterans and ali of us benefit from the basics discovered by VA

investigators.

Smoking and military service have coincided for many years, so VA has a
longstanding history of investigating treatments for nicotine dependence. In the
early 1980s VA's investigator, Jed Rose at the Durham VA Medical Center

(VAMC), worked with others to invent the nicotine patch. Today, VA continues to
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support a strong portfolio of research about the effects of nicotine and its

relationship with substance abuse, a major concern for many veterans.

« More recently in 2005, the New England Journal of Medicine published the

results of a 15 year VA clinical trail that showed an experimental vaccine for
shingles cuts its incidence in half and dramatically reduces severity and
complications in those that develop the disease. FDA recently approved a

license for this vaccine.

» Also, researchers from VHA, Stanford University, and Duke University reported in
the October 2005 New England Journal of Medicine that the implantable
cardioverter defibrillator, although a costly device, is a relatively cost effective
way to help prevent sudden cardiac deaths for some high risk patients. Thisis a
good example of collaboration involving our academic partners with funding from
another federal agency (the Agency for Healthcare Research and Quality) as well
as industry (Blue Cross Blue Shield Technology Evaluation Center).

But, past success is not enough. Research must be future oriented. We must look at
how we practice health care today and ask: how can we do better? Our research
program builds on its past by identifying and confronting the important questions and
challenges of today and then doing the hard work to find solutions for the future.

Genomic Medicine

VA's plans for a Genomic Medicine Program are part of this future. VHA, as a large
healthcare system with an integrated research network and an unrivaled electronic
medical record system, is distinctively positioned to develop a national Genomic
Medicine Program, a program that will be targeted to address veteran-specific

concerns.
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Value of Genomic Medicine. While it is crucial that VA research address the issues of

today and this current conflict, it is equally important that we invest in the achievable

possibilities of genetic medicine to understand the role of genetics in the prevention and

cause of disease; to improve how clinicians prescribe medications; to prevent adverse

drug reactions; and to learn how to use genetic information effectively in everyday

practice. | want to emphasize the importance of this especially with the treatment of

chronic disease which is a major part of VA's clinical care. In fact, we already have

evidence of the value of genomic medicine.

.

Prevent adverse drug reactions. When persons who have certain cancers and

low levels of a specific enzyme (thiopurine S-methyltransferase) receive standard
doses of specific immunosuppressants (mercaptopurine and azathioprine), they
risk life-threatening, drug-induced suppression of blood cell production. Genetic
testing can identify these people, and then physicians can treat them with greatly
reduced doses that are much less toxic than the standard dose.

Personalize clinical care. Patients with two copies of the gene for an abnormal

clotting factor face a risk of developing blood clots in the leg that is 50-100 times
greater than that of the general population. We can use this information today to
improve the quality of care for patients who may be immobilized for a substantial
period, such as following major orthopedic surgery.

Customize druq treatments. individuals with mutant allelic variants of the

cytochrome P450 (CYP) 2C9 genotype slowly metabolize warfarin, a drug used
to thin blood. The slow metabolism of warfarin may increase the risk of
hemorrhage when warfarin is first used. A small pilot study conducted at the
Marshfield clinic suggests that by obtaining the genotype prior to initiation of
therapy, clinicians can reduce the dose of warfarin given the patients most at
risk, and that this intervention may result in fewer drug-induced bleeding

episodes.

Improve care. Genetic analysis is becoming part of standard care for treatment
of many cancers, including most leukemias and lymphomas, brain tumors, colon
cancer and breast cancer. These analyses are used both to diagnose the

disease and to determine responsiveness to both chemotherapy and radiation.
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Cancer screening based on molecular genetic and proteomic tests will help to
catch disease earlier, enabling cures for patients who now go one to develop

metastases and die.

These examples show that the move to genomic medicine has begun and that the
potential exists for major advances in customizing care to the needs of each individual
veteran. Just as VA has pioneered the advantages of the electronic health record, we

can do the same in genomics.

Privacy and Ethical Foundations. | want to assure the Committee that VA will maintain

the integrity of the privacy of veterans’ records. We have built-in safeguards today
within the electronic health record to assure privacy, and we will build the necessary
protections into our genomics program. As a first step, VA has appointed a Genomic
Medicine Program Advisory Board composed of nationally renowned medical experts in
genomic research, bioethics, and disease management. While the Committee will
assess the potential impact of a VA genomic medicine program on existing VA patient
care services; recommend policies and procedures for tissue collection, storage and
analysis; and develop a research agenda and approaches to incorporate research

results into routine medical care, its first priority will be to provide expert counsel about

protecting veterans’ privacy and establishing a strong ethical foundation for VA's use of

genetic information. Questions about consent, identification of samples, and disclosure
of information are a few of those that the group wili address. And, we will be sure to
consult with veterans about their concerns by using focus groups and other contacts to
learn about and then appropriately address issues expressed by veterans themselves.
Genomics medicine is the next step into the future to improve and customize health
care. We want to take the time necessary to construct a strong ethical and scientific

foundation in partnership with the veteran community.
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VA Research as a Unique Laboratory

A special advantage of the VA research program is that it is nested within a health care
system that serves more than 5 million veterans. This creates a unique national
laboratory for the discovery and application of new medical knowledge. Translating
research into clinical practice is tatked about throughout the medical community, but VA
is one place where we apply research every day. VA research has made direct
contributions to current clinical practices for hypertension, PTSD, diabetes, and other
chronic diseases. VA clinicians who have responsibility for providing care for patients
and for training future health care providers are the same scientists who initiate our
research projects; nurture the proposal through VA’s rigorous scientific merit review;
identify and secure additional funding from other Federal agencies, non-Federal
sources, and industry; conduct the research; publish the results in prestigious medical
journals; and then complete the circle back to the bedside. VA research truly brings

scientific discovery from bedside to bench and then back to the bedside.

In fact, the chance to conduct research has been a strong tool for VA to recruit and
retain high quality physicians and other clinicians. This directly and continually leads to
enhanced quality of care for veterans. Other health care systems rarely provide
physicians and other clinicians with the opportunity to research questions that are most
relevant to patient care. VA's healthcare system allows that we promote the idea of
research within our unique research setting with tools such as the computerized patient

record system and protected time for research.

Studies by the Institute of Medicine, RAND, and others have highlighted the delays that
occur from the time of scientific discovery to the time an evidence-based practice
becomes routine — in US healthcare, on average, the likelihood of receiving a treatment
based on credible scientific evidence is only about 50 percent. VA far exceeds that
level of performance on virtually every evidence-based indicator. Furthermore, VA has
established a unique program, the Quality Enhancement Research Initiative (QUERI),

whose mission is to bring researchers into partnership with health system leaders and
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managers in order to ensure the care we provide to veterans is based on the most

current scientific evidence.

The record of translation is clear. For example

= VA clinicians have long noted that veterans with schizophrenia often have
extremely high rates of tobacco usage, and found that nicotine receptors have a
critical role in processing sensory input in such patients — in essence, such
veterans were medicating themselves with tobacco to correct their brain
abnormality. A team from the Denver VA Schizophrenia Research Center
discovered that a gene coding for part of the brain’s nicotine receptor is
responsible for the inheritance of risk for schizophrenia. Subsequent work by VA
researchers has successfully translated these insights to develop potential new
clinical treatments for schizophrenia, including a compound derived from sea
worms that works like nicotine but does not have its adverse health effects. VA
studies of this compound in an animal model of schizophrenia have enabled the
Food and Drug Administration (FDA) to approve the first experimental use in
humans, and the drug holds the promise of recovery for many persons with
schizophrenia that fail to respond to existing therapies.

* VA investigators have demonstrated that intravenous infusion of adult-derived,
bone marrow stem cells can protect against brain damage in a rat model of
cerebral ischemia. The ability to reverse brain damage has important
implications for such disabling conditions as stroke, brain trauma, and spinal cord
injury.

* Translation of findings occurs outside of basic science as well. VA investigators
at Hines, lllinois and Cleveland, Ohio are developing and testing electronic
microstimulators which may have important implications for the quality of life of
individuals with spinal cord injury (SCl). Such stimulators, when implanted into
leg muscles, may recreate the ability to walk and maneuver in their local
environment. When implanted into breathing muscles, they may recreate breath
and cough patterns that will avoid respiratory complications that are currently the

leading cause of death in SCI patients.
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These specific examples illustrate how VA take issues of concerns to veterans and

improves care directly through research by VA clinical investigators.

Emerging Priorities of VA Research

Although in any given year the bulk of VA's research budget is committed to on-going
investigation, each year we re-evaluate our priorities based on the changing needs of
the veterans we serve, and attempt to fund high quality science that meets those

priorities. | would like to highlight our current areas of focus for VA research.

Operation tragi Freedom and Enduring Freedom (OIF/OEF). In order to better serve

military personnel injured during OIF/OEF, VA has implemented a new research agenda
which brings all parts of ORD together to develop new treatments and tools for
clinicians to use to ease the physical and psychological pain of the men and women
returning from conflicts, to improve access to VHA services, and to accelerate
discoveries and applications, especially for PTSD diagnosis and treatment, state-of-the
art amputation and prosthetics methods, and polytrauma.

Neurotrauma (including traumatic brain injury and spinal cord injury). Traumatic Brain

Injury (TBI) accounts for almost 25 percent of combat casualties suffered in OIF/OEF by
US Forces. SClis also a possible consequence of these combat casuaities. In
November 2005, VA issued a program announcement to stimulate research in the area
of combat casualty neurotraurmna. This research initiative seeks o advance treatment
and rehabilitation for veterans who suffer multiple traumas from improvised explosive
devices and other biasts. Eighty-five letters of intent to submit a research proposal
were received, indicating a high level of interest among our investigators. Complete
proposals will be reviewed in the next several months, and we pian to fund as many

high quality projects from this initiative as the budget will allow.
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Polytrauma and Blast-Related Injuries. Improvements in body armor and battlefieid

medicine have resulted in higher survival among wounded soldiers but also new
combinations of critical injuries, including head injuries, vision and hearing loss, nerve
damage, infections, emotional problems, and in some cases amputation or severed spinal
cords. This is a new challenge for VA, and we need to develop the knowledge base to
manage these conditions over the remaining lifetime of the veteran. VA has devoted its
newest QUERI center to polytrauma and blast-related injuries with a focus on using the
results of research to promote the successful rehabilitation, psychological adjustment, and
community reintegration of these veterans. Other VA scientific studies are currently
underway to characterize these injuries and determine their outcomes and costs, and to
identify geographic areas where the need for rehabilitation is greatest. Such information is
critically important in helping VA redesign its care delivery system to meet the needs of

these veterans.

Amputation and Prosthetic Research. VHA ORD currently supports a broad research

portfolio pertaining to amputation and prosthetics, and more research in this area is

planned. Areas of interest include:

+ Nanofabrication, microelectronics and robotics to create lighter, more functional
prostheses. ORD is funding two new Prosthetics Rehabilitation Engineering and
Platform Technology Centers that are national resources to develop
computerized state-of-the art prosthetic limbs with the goal of using the latest
advances in orthopedic surgery, tissue engineering, nanotechnology, and
microelectronics to create prosthetics that look, feel, and act more like one's own
limb.

o The Providence VA Medical Center, in collaboration with Brown
University and the Massachusetts Institute of Technology, is working to develop a
“biohybrid” limb that will use regenerated tissue, lengthened bone, internal and
external implants and sensors to allow amputees to use brain signals and residual

limb musculature to have better control of their imbs and reduce the discomfort and

10



72

secondary complications associated with current prostheses. These researchers
are already publishing and presenting about their work.

o The Advanced Platform Technology (APT) Center at the Cleveland VA
Medical Center focuses on sensory and implanted contro! of prosthetic limbs,
accelerated wound healing, and biological sensors for the detection of health and
function to accelerate the use of new materials and innovative micro-mechanical or

nanotechnologies to provide more independence to veterans with disabilities.

* ORD is partnering with the Department of Defense (DoD), Walter Reed Army
Medical Center, the Defense Advanced Research Projects Agency and Brooks
Army Medical Center to compare prosthetic designs; define standards of
function; evaluate psychological issues faced by returning service personnel;
determine psychosocial issues that chailenge successful reintegration; and

initiate longitudinal studies to study veterans care over time.

+ VA investigators are examining rehabilitation for the visually impaired; new
treatments for burn victims; restoration of hearing and maximizing function for
those with hearing loss, especially for polytrauma victims; and natural
mechanisms of neural regeneration to return function to paralyzed veterans and
those with brain injuries. VA investigators also plan to study advanced tissue

engineering and the manufacturing of artificial skin to accelerate wound healing.

Mental Health and PTSD Research. Special attention is being paid to the
circumstances of the retuming OIF/OEF veteran related to mental health and Post

Traumatic Stress Disorder (PTSD) research. Examples include:

* Long-Term Studies. Baseline data has been collected on military personnel prior
{o their deployment to iraq. These soldiers will be reassessed upon their return
and several times after that to identify possible changes that occurred in emotion

or thinking as a result of their combat exposure. in another program, a VA

11
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scientist is collecting information prior to deployment, however in this study, from
Army Reserve personnel. This is important because Reserve personnel have
not been as well studied as active military and may have different readjustment
issues. They will be reassessed twice afterwards to determine whether they
have increased symptoms, distress, or increased utilization of healthcare
services. Information from these types of programs will help identify factors that
change as a result of military service and those which may be important in
heaithy readjustment. Support of these types of prospective, longitudinal studies
is important and should be able to provide insight about the effect of combat
exposure and the ability of soldiers to return to high levels of functionality

afterwards.

Interagency Collaboration regarding OIF/OEF Mental Health. VA, the National
Institutes of Health (NIH) and DoD jointly issued a Request for Applications
(RFA) in FY 2006 to address questions of risk evaluation, risk reduction,
psychotherapies, internet treatments, etc. involving active-duty or recently
separated National Guard and Reserve troops from OIF/OEF. This RFA
specifically encouraged participation of clinicians and researchers who screen,
assess or provide direct care to at-risk, combat exposed troops, and emphasized
interventions focusing on building resilience for veterans suffering from mental
health problems, including PTSD, and developing new modes of treatment that
can be sustained in community-based settings. Among the approaches being
considered are novel pharmacological, psychosocial and combination treatments
as well as the use of new technologies (e.g., World Wide Web, DVD, Virtual
Reality, Tele-health) to extend the reach of VA's health care delivery system.
Fifty-five proposals were received earlier this year in response to this RFA, and
those proposals deemed to have scientific merit and relevance to veterans will
start October 1, 2006.

Women and PTSD. An estimated 8 - 10% of active duty and veteran women

currently have PTSD resulting from having experienced some form of trauma. A

12
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farge multi-site cooperative study is fargeted to determine the best treatment for
women veterans by providing either prolonged exposure therapy (PE)or a
comparison therapy focused on current problems (PCT). The initial results from
this study show that women with PTSD who were treated through PE therapy
had more improvement in their PTSD symptoms and functioning than the women
receiving PCT. This study is important because it is dedicated to treating female
veterans who may experience PTSD differently than male veterans, and also
because it identifies the more effective psychotherapeutic strategy, which
essentially allows the patient to reorganize and eventually control some aspects

of their disruptive memories and symptoms.

Projects in Planning. ORD is currently considering solicitations for studies involving the
long-term care needs of veterans with TBI; an assessment, in collaboration with DoD, of
the long-term changes in health status resulting from combat deployment; and burn
treatment and recovery.

General Mental Health. Mental health research is spread throughout many parts of the

ORD research portfolio including aging, health systems, special populations, military
occupations and environmental exposures, substance abuse, and other chronic
disease. in FY 2005 the total mental health research portfolio totaled $67,323,105 in
active mental health research projects to understand the underlying causes and to
effectively diagnose and treat mental disorders. This is nearly 17 percent of the FY
2005 Medical and Prosthetic Research appropriation of $402,348,000. This total does
not include support from non-VA research sponsors or support from other VA resources
such as the Quality Enhancement Research Initiative (QUERI), Mental lliness
Research, Education, and Clinical Centers (MIRECCs, and medical care support for
clinicians engaging in research. The scope of mental health research includes studies
about substance abuse, cognitive and behavioral issues, PTSD, stress, TBI, as well as

brain diseases and mechanisms.

13
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Depression. Implementation of an evidence-based collaborative care model for
depression called “TIDES” (or Translating Initiatives in Depression into Effective
Solutions) has demonstrated significant improvements in depression symptomatology
among patients referred by their primary care providers. This study plus two companion
evaluations of the processes, outcomes, and costs of implementation {called WAVES or
Well-Being among Veterans Enhancement Study and COVES or Cost and Value of
Evidence-based Solutions for Depression) are part of national VA strategic planning and
rollout for improving the quality of depression care.

Other projects. One study involves research about the role of smoking and nicotine
dependence among veterans with PTSD. This fall, ORD will begin a multi-site clinical
trial to study the effects of risiperidone on PTSD. ORD will continue to support other
studies that test the effectiveness of virtual reality therapy and other new treatments for
PTSD. ltis important to note that this research will also have direct applications for all
veterans and not simply those involved in OIF/OEF.

Gulf War Veterans’ llinesses. VA research places a high priority on scientific research

aimed at improving the quality of life for veterans of the 1990-1991 Gulf War affected by
chronic multisymptom ilinesses commonly referred to as Gulf War Veterans' linesses
(GWVI). Some veterans who participated in Operations Desert Shield and Desert
Storm have reported conditions and chronic symptoms such as fatigue, weakness,
gastrointestinal difficulties, cognitive dysfunction, sleep disturbances, persistent
headaches, skin rashes, respiratory problems, and mood changes at rates that
significantly exceed those reported by comparison groups. VA research continues to
expand its efforts to understand and treat GWVIL. The core objective is to improve the
health of ill Gulf War veterans. It is important to note that Gulf War veterans with
chronic unexplained symptoms are eligible for disability benefits even when the cause

of their illness cannot be determined.

VA has committed $15 Million in FY 2006 for a collaboration with the University of
Texas — Southwestern Medical Center and has also funded VHA ORD investigators for

14
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on-going projects. These ongoing studies address areas of interest that include:
chronic multisymptom ilinesses (CMI) affecting GW veterans; conditions and/or
symptoms frequently reported by GW veterans; long-term health effects of potentially
hazardous substances, alone and in combination, to which GW veterans may have
been exposed during deployment; and any of the 21 Research Topics forming the
framework for the Annual Report to Congress of Federally Sponsored Research on
GWVL.

Women's Health. According to information from the VA’s Center for Women Veterans,
in 1973, women in the active duty military accounted for 2.5 percent of the armed
forces. By fiscal year 2001, however, the number of women significantly increased
making up 15 percent of the armed forces and those numbers are expected to increase.
To respond to this demographic change and develop a more comprehensive VA
women's health research agenda, a VA Women's Health Research Planning Group
recently identified the needs of women veterans and a corresponding research agenda.
VA researchers currently are investigating optimal strategies for conducting preventive
health and disease screening activities among women veterans (e.g., cervical cancer
screening) and developing and evaluating computerized, interactive educational
programs to enhance VA staff awareness of women veterans and their health-care
needs.

Chronic Disease

VA researchers conduct extensive research to discover how to prevent and treat
chronic disease.

Diabetes. According to the National Institute of Diabetes and Digestive and Kidney
Diseases at the National Institutes of Health, 20.8 million people—7 percent of the
population—have diabetes. An estimated 4.6 million people are diagnosed and 6.2

million people are undiagnosed. In 2005, 1.5 million new cases of diabetes were
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diagnosed in people aged 20 years or older. Diabetes affects nearly 20% of veterans
receiving health care from VA: 1 million veteran users. An estimated 2 million veterans
without diabetes have metabolic syndrome, which places them at high risk for diabetes.
The cost is tremendous: 30% of VA health care costs (in- and out-patient and
pharmacy) are attributable to patients with diabetes. This includes 1.7 million days of
hospital care. VA investigators have completed the first study to compare the quality of
diabetes care among patients in VA and commercial managed care organizations.
Quiality of care measures were compared for seven diabetes processes of care, three
diabetes intermediate outcomes, and four dimensions of satisfaction. Results from this
study showed that VA patients had better scores than commercially managed care
patients on all assessed quality of care measures. VA patients also had better low-
density lipoprotein control and were slightly more satisfied with the overall quality of
diabetes care at VA,

Identifying the most effective treatment methods is crucial to reducing the incidence of
diabetes among veterans. Although more patients are accessing medical information
on the Internet, few studies have examined the effects of web-based interventions that
incorporate an interactive component requiring feedback from patients. A VA study
tested diabetes care management using a web-based system for veterans with poorly
controlled diabetes. Results showed that web-based care management improves
poorly controlied diabetes in veterans. Veterans participating in the web-based
management program had significant improvements in HbA1c over one year compared
to usual care, and persistent website users had even greater improvements compared

o intermittent users.

ORD has also initiated the VA Diabetes Trial to determine whether intensive control of
blood sugar, compared to standard methods, can reduce macrovascular blood vessel
damage and other complications. Smaller trials to determine the value of the

interventions will come first, with more research to follow.
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Obesity. Resuits from the 2003-2004 National Health and Nutrition Examination Survey
(NHANES) indicate that an estimated 66 percent of U.S. adults are either overweight or
obese. The problem is similar or worse among VA’s patient population, with 73% of
veteran patients overweight or obese. Obesity contributes to increased heart disease,
diabetes, and sleep apnea, and an estimated 300,000 Americans die annually from
illnesses related to overweight and obesity.

Findings from VA studies to assess the efficacy and safety of weight loss medications,
as well as the effectiveness and adverse events associated with the surgical treatment
of obesity, demonstrated that surgical treatment is more effective than non-surgical
treatment for weight loss in severely obese patients; weight loss was maintained for up
to 10 years and longer and was accompanied by significant improvements in several
comorbid conditions.

Other examples of VA research include studies on traditional and new approaches to
prevent and treat obesity, such as a comparison of lower extremity functional electrical
stimulation on obesity and associated co-morbidities in comparison to upper extremity
aerobic exercise for persons with paraplegia; an assessment of the impact of walking
aides on quality of life and physical activity in overweight and obese veterans with
osteoarthritis; and explorations of drug therapies.

Alzheimer’s Disease. Alzheimer's Disease (AD) and related dementias affect 7.3% of

veterans over age 65. VA research is helping to discover new facts about AD and other
diseases and conditions that affect older veterans. For instance, researchers at the
Bronx VA medical center have reported that diet-induced insulin resistance, a cause of
type Hl diabetes, promoted beta-amyloid production concurrent with decreased insulin-
degrading enzyme (IDE) activity in an animal model of AD. Beta-amyloid is the major
component of amyloid plaques, the halimark of AD pathology. IDE has been proposed
to be responsible for the degradation and clearance of beta-amyloid in the brain. Such
research is needed to form the basis of future interventions to prevent or reverse this

devastating condition.
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influenza. VA health services researchers have been instrumental in improving
vaccination rates for veterans with chronic diseases that place them at high risk for
complications from influenza, as well as enhancing vaccination among health care
workers and veteran groups that historically have had low vaccination rates, such as
minorities, smokers, and those with spinal cord injuries and disorders.

Pandemic influenza infection has the potential for causing significant morbidity and
mortality in the United States and elsewhere. ORD is responding, along with other
federal agencies, to this unprecedented public health threat by initiating studies that
examine optimal dosing strategies for the antiviral agent oseltamivir (Tamiflu®) in the
event of an emerging pandemic of human infection with an avian or other influenza

strain for which an effective vaccine is lacking.

HIV/AIDS. AIDS (acquired immunodeficiency syndrome) is caused by HIV (human
immunodeficiency virus). The virus kills or damages the body's immune system, which
lowers the body’s ability to fight infections and certain cancers. According to the
Centers for Disease Control, at the end of 2003, an estimated one million persons in the
United States were living with HIV/AIDS, with 24-27% undiagnosed and unaware of
their HIV infection. VHA is the largest single provider of HIV care in the US, with nearly
20,000 patients seen annually with the disorder. Accordingly, ORD funds a full range of
studies from bench research aimed at elucidating the underlying mechanisms of HIV to
implementation projects that improve VHA's effectiveness in caring for this popuiation.
Researchers at the VA South Texas Health Care System and the University of Texas
Health Science Center recently showed that people who have a below-average number
of copies of a particular immune-response gene have a greater likelihood of acquiring
HIV and, once infecled, of progressing to full-blown AIDS. These findings, cited as one
of the top articles published in the eminent journal Science, have important implications
for the treatment and prevention strategies for HIV/AIDS and possibly other infectious

diseases as well.
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Infrastructure

Itis crucial that VA investigators have the equipment and facilities necessary to conduct
cutting-edge research in the twenty-first century. To identify where improvements may
be needed, ORD has initiated a comprehensive review of VA's research facilities to
identify deficiencies and corrective actions. The objectives of the Research
Infrastructure Evaluation and Improvement Project are to review the overall adequacy
and utilization of research space and infrastructure (including animal research facilities);
to develop a plan to update and maintain facilities; to ensure compliance with biosafety
and research laboratory security requirements; to enhance collaborations between the
local VA Medical Center and its academic affiliate; and to ensure that the needs for
highly specialized research programs (e.g., Rehabilitation Research and Development
(RR&D) and Health Services R&D (HSR&D) Centers of Excellence) are met.

Survey teams including VA research administrators and scientists, as well as other VA
employees and engineering contractors, will review documentation and visit facilities to
evaluate the physical infrastructure (including the animal facility, research laboratories
and common equipment rooms); operational infrastructure (capability to conduct
research while meeting requirements for compliance with safety, animal welfare, and
human subjects protection regulations); and equipment (major items of equipment used
for the conduct of research) of VA facilities with active research programs. The data
collected from the surveys will be used to develop financial needs and an asset

management plan. We expect to have a report to Congress early in 2007.

In addition, ORD recently funded proposals as part of the Shared Equipment Evaluation
Program that is managed by the Biomedical Laboratory and Clinical Science Research
and Development Services. The pumose of this program is to fund new or repiacement
research and animal facility equipment. The program requires that facilities identify
dollar-for-dollar matches in order to leverage the VA contributions. As aresuitofa
December 2005 request for applications, a total of $2,086,173 for facility projects and
research equipment has been funded for the following sites: Decatur, GA; Chicago, IL;
Cleveland, OH; Miami, FL; Loma Linda, CA; Memphis, TN; Nashville, TN; New Orleans,
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LA; Omaha, NE; Palo Alto, CA; Philadelphia, PA; Portland, OR; Richmond, VA: San
Francisco, CA; Seattle, WA; San Diego, CA; San Antonio, TX; and Los Angeles, CA.

Other proposals for research equipment are pending funding with decisions expected
later this fiscal year. This program was suspended for a number of years, but plans are
to begin funding proposals on an annual basis after a review to determine merit and

pricrities.

VA Research Past, Present, and Future

Past. The achievement record for VA research is impressive. VA physicians and
scientists developed practices that have revolutionized medicine. They pioneered
tuberculosis treatment, developed the cardiac pacemaker, the nicotine patch, and
contributed to development of the high-tech diagnostic procedures of magnetic
resonance imaging (MRI). The first successful drug treatments for high blood pressure
and schizophrenia were pioneered by VA researchers, as were kidney and home
dialysis techniques. The Seattle Foot, created by VA, allows amputees to walk, run and

jump.

In 1977, the Nobel Prize for Medicine went to two VA physicians -- Dr. Rosalyn S.
Yalow of the Bronx VA Medical Center, who was recognized for her landmark work in
the development of the radioimmunoassay; and Dr. Andrew V. Schally of the New

Orleans VA Medical Center, for his research on brain hormones.

In 1998, Ferid Murad, M.D., Ph.D., shared the Nobel Prize in Medicine in part for
research he conducted while at the Palo Alto VA Medical Center. Studies by Dr. Murad
have been instrumental in illuminaling the role of nitric oxide in body functions, including

the relaxation of blood vesseis and regulation of blood pressure.

And, a most recent accomplishment is the FDA licensure of a vaccine to prevent

shingles. VA researchers conducted the clinical trials that tested the efficacy and safety
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of this new vaccine that will help millions of veterans and the nation as a whole.

Present. Today, we are briefly discussing what VA researchers are presently doing.
For example, in rehabilitation research, we have described how VA researchers are
developing and testing cutting edge artificial imbs. Also, VA’'s Center of Excellence on
Innovative Visual Rehabilitation in Boston is developing a microelectronic retinal implant
to restore vision to patients with age-related retinal degenerative disorders, including
macular degeneration (the leading cause of legal blindness in the VA healthcare
system) and retinitis pigmentosa. The implant is beginning to be tested in patients.
Stimulation is applied to the retina where damaged cells had been which makes it

easier for the nervous system to interpret or make sense of the images.

In biomedical and clinical research, we are searching for more effective treatment for
cancer and other problems. For example, one of the most common treatments for
cancer is chemotherapy or drugs that kill cancer cells. The problem is that these drugs
also harm healthy cells, so VA researchers are studying targeted chemotherapy drugs
to disrupt the ability of cancer cells to divide and multiply, but generally not affect
healthy cells. Some of these drugs are already in clinical use. One well-known
example is Gleevec, approved to treat a rare type of gastrointestinal cancer and some
leukemias. This drug, developed and tested with the help of VA researcher Dr. Michael

Heinrich in Portland, "turns off” an enzyme that enables cancer growth.

Another example comes from the lab of VA scientist Dr. Andrew Schally, a Nobel Prize
winner. Schally, formerly in New Orleans and now in Miami, is testing compounds that
stop tumors by blocking a hormone that fuels their growth. He is also developing
another form of smart chemotherapy: His group identifies tumors with an affinity for
certain hormones, and then packages manmade versions of those hormones with
tumor-suppressing drugs. in animal and cell-culture studies, the resulting compounds

appear to zap cancer cells without harming healthy cells.
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Future. But, past success and present efforts are not enough. Research must be future
oriented. We must look at how we practice health care today and ask: how can we do
better? Our research program builds on its past by identifying and confronting the
important questions and challenges of today and then doing the hard work to find

solutions

As an academically trained researcher, | understand the complexities of the research
process, and | am fascinated by the results. | fully support this program and advocate
to you that its value, both to veterans as well as the nation, far exceeds the costs. The
history of VA research is impressive, and the future promises even more important
advances. Can we apply genomics to improve the quality of care for veterans? Can we
prevent infections that hamper the use of biohybrid limbs? Can we develop artificial
retinas so that wounded OIF/OEF soldiers and our aging veterans can regain their
sight? Can we use our computerized medical record system and genetic samples to
individualize drug and clinical treatments, or identify those veterans who may have a
predisposition for a particular disease and prevent the onset of, rather than treat, the
symptoms? Can we continue to examine ourselves to find out how to deliver patient
care more effectively? The answers to these questions must be “yes”, as no other
health system is better positioned than VHA to make these discoveries, and no other
group of patients is as deserving as America’s veterans to receive the benefit of such

innovation.
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We understand that this hearing will address three focus points: (1) the relevance of VA research
to the clinical treatment of veterans; (2) two special research projects—the OIF/OEF initiative
and genomic medicine—identified in the FY 2007 budget submission; and (3) the need for
upgrades and modernization of VA research facilities. We will address each of these points

individually.

The VA health care system is a unique environment combining clinical care, education, 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 develop 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 technology using controlled electrical currents to activate paralyzed
muscles, is being developed at VA clinical facilities and laboratories throughout the country.
This technology 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 transfers, and control bladder function.

‘We anticipate greater capacity for even walking short distances.

Within the VA’s Office of Research and Development are two services that directly support the
importance of VA research to clinical treatment of veterans. The Health Services Research and
Development Service (HSR&D) projects are multidisciplinary activities that involve expertise in

a combination of clinical fields—physicians, nurses, therapists—as well as social sciences—
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psychology, sociology. Ultimately, the underlying objective of health services research in VA is

to understand and improve clinical decision-making and care.

The Clinical Sciences Research and Development Service (CSR&D) conducts clinical trials and
epidemiological research on key diseases that impact veterans. 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 validation and innovation to the
delivery of the best care for today’s veterans. Perfect examples of this idea are the Parkinson’s
disease Research Education and Clinical Centers (PADRECC) and Muttiple Sclerosis (MS)
Centers of Excellence. These centers represent a successful strategy to focus the Veterans
Health Administration’s (VHA) system-wide service and research expertise to address two
critical care segments of the veteran population. They integrate direct health care services,

education, and research to the benefit of veterans in the system.

Since 1997, PVA has worked with VA MS clinicians and administrators, as well as with private
MS providers and advocates to address the then ‘patchwork’ service delivery by VHA towards
veterans with MS. While we identified the scope and range of VA’s patchwork of MS services,
it became very apparent that vital elements indeed existed; if only they might be brought together

in mutual support of VA’s mission to serve MS veterans.
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The designation by VA of two MS Centers of Excellence located in Baltimore and
Seattle/Portland represents “centers without walls” engaged in marshaling VA expertise in
diagnosis, service delivery, research and education and making the same available across the
country through a ‘hub and spokes’ approach. The mid-term evaluation of these two centers

very positively acknowledges the success of VA’s strategy.

Regarding the PADRECC’s, PVA recognizes again that these centers are a specific approach to
give VA a focus for health care service and research. The treatment breakthroughs, including
very delicate surgical procedures, of recent years must be localized so that they might best be
assimilated into VA-wide practice. PVA supports this approach for both Parkinson’s disease as
well as Multiple Sclerosis. We would urge the Committee to consider legislation which would
permanently authorize these centers because they represent the true value of VHA as a national

health care system success story.

Likewise, since 1976, VA has built a system of Geriatric Research, Education, and Clinical
Centers (GRECCs) in anticipation of the impact of the aging of World War II and Korean War
veterans on health care needs and delivery. The system has grown to 21 centers in 19 of the
VA’s 21 Veterans Integrated Service Networks (VISNs). In 2005, the GRECCs accounted for
nearly 10% of the VA’s total research activity, expending over $100 million investigating the
diseases, disabilities and rehabilitation needs of elderly veterans and developing and testing
innovative approaches to care for them. Almost $80 million of that came from outside the VA.
GRECCs provide advanced clinical expertise for caring for some of our most medically complex

and frail veterans. They have developed, tested, and disseminated numerous clinical
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innovations. They are responsible for training almost 2/3 of the doctors specializing in geriatric
care in the United States. Perhaps most importantly, because of the GRECCs research
productivity, they actually return to their host VISNs across the entire VA more capital than they

cost the system.

Noteworthy recent accomplishments of these cost-effective geriatric centers of excellence are too
numerous to list in full, but a few examples are offered to provide an indication of the scope and
range of GRECC contributions. GRECC researchers at the Puget Sound, Minneapolis, New
England, Ann Arbor, and Madison GRECCs have dramatically advanced the understanding of
Alzheimer’s disease, the molecular mechanisms of brain destruction, who is at risk for it, how to
identify those at risk, how that risk may be modified, and models of care in the home and in
institutions for those who are affected. GRECC clinician-scientists at Baltimore, Cleveland,
Miami, Pittsburgh and Palo Alto have explored new approaches to rehabilitation strategies for
those afflicted by stroke, trauma, and neurological diseases like Parkinson’s Disease, multiple
sclerosis and myasthenia gravis—employing a wide range of strategies including regeneration of
nerve and muscle tissue, electrical stimulation and computer-assisted limb prostheses, innovative
exercise regimens, and lifestyle and environmental modifications. Other sites have made similar
dramatic strides in addressing spinal cord injury care, end of life care, cancer regimens, the aging
immune system (including the recent introduction of an effective vaccine against shingles),
medication use, mobility, urinary dysfunction, swallowing disorders, hearing and speech

disorders, arthritis, osteoporosis, and thyroid disease.
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The budget submission includes plans for two special research projects to begin in FY 2007.
The first project focuses on the special needs of service personnel returning from Operation Iragi
Freedom (OIF) and Operation Enduring Freedom (OEF). The project envisions a wide ranging
number of research efforts, including targets in post-traumatic stress disorder and other mental
health issues; amputation and prosthetics research; and returning personnel reentry and
reintegration. 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 OFEF are being met and to identify areas where improvement is needed.

This data will help focus the project on additional areas that need to be studied.

This project would directly support the important role that research plays in the clinical setting.
Through this project clinicians would learn and apply new tools to the treatment of physical and
psychological conditions experienced by the men and women returning from the Global War on
Terror. Furthermore, findings from this research project will be shared with Department of
Defense (DOD) treatment facilities, particularly Walter Reed Army Medical Center and Brook

Army Medical Center, as well as the Defense Advanced Research Projects Agency.

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 important to the long-term care of veterans, do not suffer.
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PVA believes that this project could be paired with Amputation and Prosthetic Centers of
Excellence as introduced in legislation in the Senate (S. 2736). As we stated with regards to the
Parkinson’s disease and MS Centers of Excellence, the VA has the essential expertise to focus
dedicated services on a wide range of medical conditions. Through research and clinical trials, it
can then transfer learned approaches for specific care to the broader VA health care system, and
ultimately, throughout the entire medical world. The Senate 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. PVA believes that
these centers could be the spearhead for research and development of evidence-based

performance test standards for amputee and prosthetic devices.

The second special research project would focus on genomic medicine. The thrust of this project
is to link veterans’ genetic information with the VA electronic health record. The budget
submission states that “the goal is to develop genetic assessments that will potentially enable
‘mass customization’ of medical treatment.” 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. 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 preventive service.

PVA recognizes the fact that, much like the greater VA infrastructure, research facilities are

aging and in need of repair or renovation. For decades, insufficient construction funding has
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been provided to maintain, upgrade, and replace VA’s aging research facilities. The resultisa
backlog of research sites that need major and minor construction funding. Moreover, researchers
are often limited by the lack of state-of-the-art facilities. And yet, VA clinicians and researchers
still need laboratory space, clinical settings, and record keeping. These three elements need to be

as current as possible.

Five years ago, the VA received $25 million specifically for upgrades and enhancements to
research facilities. However, no specific funding has been provided since. We appreciate this
Committee and the House of Representatives earmarking $12 million for minor construction for
VA research facilities this year. However, a steadier stream of funds must be provided.

Sporadic funding does not enable the agency to plan appropriately for either on-going research or
new initiatives. We urge Congress to begin investing dedicated funding into the rapidly

deteriorating infrastructure in which VA clinicians and researchers conduct their activities.

The VA has informed FOVA that it would need three years to complete a research facilities
assessment before it could invest new money into its research infrastructure. However, an
assessment was just completed in 2003. That assessment could be used as the baseline for a

faster reevaluation so that much-needed upgrades are not held hostage to this process.

PVA believes that one particular change could 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

additional funding to support indirect costs of their projects. Indirect costs include infrastructure
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that the VA researchers use to conduct their work. This seems to be inherently unfair and needs

to be changed.

In conclusion, our greatest concern with the Medical and Prosthetic Research program is chronic
under funding. VA research has been grossly under funded in comparison to the growth rate of
other federal research initiatives. Although the Administration’s Budget Request called for only
$399 million for this account, we appreciate the efforts of the Committee to provide additional
funding to the program. However, we believe more can be done. In accordance with the
recommendations of The Independent Budget, we believe that the Medical and Prosthetic
Research program requires $460 million. This would allow the VA to expand the scope of many

of its research projects and begin upgrading and expanding its research infrastructure.

Mr. Chairman, PVA appreciates your continued interest in maintaining a viable research
program. We look forward to working with the Committee 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. [ would be happy to answer any questions that you might have.
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Information Required by Rule XI 2(g)(4) of the House of Representatives

Pursuant to Rule XI 2(g)(4) of the House of Representatives, the following information is
provided regarding federal grants and contracts,

Fiscal Year 2006

Court of Appeals for Veterans Claims, administered by the Legal Services Corporation —
National Veterans Legal Services Program-— $252,000 (estimated).

Fiscal Year 2005

Court of Appeals for Veterans Claims, administered by the Legal Services Corporation —
National Veterans Legal Services Program— $245,350.

Paralyzed Veterans of America Outdoor Recreation Heritage Fund — Department of Defense ~
$1,000,000.

Fiscal Year 2004

Court of Appeals for Veterans Claims, administered by the Legal Services Corporation —
National Veterans Legal Services Program— $228,000.

10
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William Carl Blake
Senior Associate Legislative Director
Paralyzed Veterans of America
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Washington, D.C. 20006
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Carl Blake is the Senior Associate Legislative Director with Paralyzed Veterans of America
(PVA) at PVA’s National Office in Washington, D.C. He is responsible for federal legislation
and government relations, as well as budget analysis and appropriations. He represents PVA to
federal agencies including the Department of Defense, Department of Labor, Small Business
Administration, and the Office of Personnel Management. In addition, he represents PVA on
issues such as homeless veterans and disabled veterans’ employment as well as coordinates
issues with other Veterans Service Organizations.

Carl was raised in Woodford, Virginia. He attended the United States Military Academy at West
Point, New York. He received a Bachelor of Science Degree from the Military Academy in May
1998. He received the National Organization of the Ladies Auxiliary to the Veterans of Foreign
Wars of the United States Award for Excellence in the Environmental Engineering Sequence.

Upon graduation from the Military Academy, he was commissioned as a Second Lieutenant in
the United States Army. He was assigned to the 1% Brigade of the 82" Airborne Division at Fort
Bragg, North Carolina. Carl was retired from the military in October 2000 due to a service-
connected disability.

Carl is a member of the Virginia-Mid-Atlantic chapter of the Paralyzed Veterans of America.

Carl lives in Fredericksburg, Virginia with his wife Venus, son Jonathan and daughter Brooke.
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Chairman Buyer and distinguish members of the House Veterans Affairs Committee, on
behalf of Vietnam Veterans of America (VVA) and our National President John P.
Rowan, | thank you and your distinguished colleagues for the opportunity to testify
before you today regarding our views on VA research programs.

VVA has been concerned about the use of VA Medical & Prosthetic Research &
Development (R&D) funds for many years. As you know, VVA strongly believes that the
VA health care system must move toward becoming a true veterans’ health care system
and not just a general health care system that happens to be for veterans. Similarly, the
R&D funds that VA receives should be spent, in the main, on research that will directly
impact the quality of care of veterans, and particularly will help VA practitioners better
care for those wounds and maladies that are a result of the veterans’ military service.

VVA has testified to this effect countless times over the years before this Committee. We
have made our case to a succession of Secretaries and other officials at the VA, including
a succession of Directors of Research & Development. In 2002 we thought that finally
we had a director of that activity that would be responsive to this most central need of the
VA health care system. However, that R&D Director left the VA, and the Deputy
Director that also agreed with that key central priority was also forced out.

Dr. Kupersmith has now been the head of Research & Development for more than a year
now, and has yet to even meet with the veterans service organizations to ask any of us
what we think the priorities should be in this area. Despite the lack of reaching out on his
part, many of us have repeatedly made clear two things to the Congress, to the
Undersecretary, and to others: one, our commitment to having adequate rescarch funds at
the VA in order to attract and retain the best physicians is of high priority; and, two,
research at VA should be related to the wounds, injuries, and maladies that are or may
have been caused by virtue of military service.

The National Institutes for Health (NIH) has a budget that is so much larger than the VA
research budget that it is no exaggeration to say the VA program is “decimal dust” in
comparison to the funding accorded to NIH. The VA is doing an increasingly good job of
seeking out cooperative research arrangements, and in many cases outside research
funding for specific projects. However, there just is not enough in the way of resources to
try and “be all things to all people” in the research undertaken at VA and the affiliated
schools that use the VA facilities.

1 believe that we are all very much aware of how much has been done with comparatively
little at the VA, from the revolutionary “C” leg that has made such a dramatic positive
difference in the lives of high bi-lateral amputees, to the recent advances in research
regarding Parkinson’s disease, to the identification of the Hepatitis C, to the work that led
to the first successful liver transplants ever, all of which were done at VA facilities or
affiliated institutions. There is also much work that has contributed to the understanding
of the deep brain functions, and much extraordinary and extremely valuable work that has
been done on schizophrenia. As the onset of this terrible disease typically happens in the
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late teens or early twenties, when many young Americans are serving in the military,
there is the opportunity to study this disease with an abundance of subjects. While much
of this work has been done through the Mental Illness Research & Educational Centers
(MIRECC), much has been done through the, a great deal has also been done via funding
from the Research office as well.

VVA has consistently strongly advocated before this committee and the Appropriations

committees for more funding for research at the VA, at the same time as we have pressed
for more focus on the needs of veterans.

National Institutes of Health (NIH)

VVA also wishes to bring to the attention of this committee the fact that as VA becomes
more adroit in securing grants from NIH entities to do vitally needed research at VA or
VA affiliated facilities, the NIH continues to refuse to pay for administrative overhead at
the normal rate they would reimburse any other grant recipient at any other grantee’s
institution. This is nothing short of outrageous on the part of NIH.

The above noted difficulty with securing administrative overhead cost reimbursement is,
we believe, just one more instance of NIH not being sensitive to the needs of our nation’s
veterans, even as we are in a time of war.

Another such instance is the fact that we know of no “veteran specific” grant from any of
the National Institutes. The NIH has subgroup specific grants for seemingly every other
discrete group of Americans, but not for veterans. Even the grants awarded to the VA are
not really veteran specific, but rather “general” research grants. The problem with the
way in which most of these projects are carried out, however, is that unless veteran status
(and thus hazardous exposures) that veterans have is taken into account and tested against
the “null hypothesis” then it is not only not going to be of maximum use to treating
veterans at the VA and elsewhere, but it is just bad science.

VVA urges you to reach out to your colleagues in the committee of jurisdiction in the

House to address both of these issues outlined above before the end of the 109™
Congress, to set the stage for definitive and effective corrective action next year.

Genome Mapping

The Secretary of Veterans Affairs has announced that the VA is launching a major and
very expensive multi-year effort to map the genes of every living American veteran, or at
least those who utilize the VA and who are in the military today, who will soon become
veterans.

VVA believes that this is an interesting idea, but one that is fraught with problems and
difficulties. First, VVA opposes this expenditure of funds from the VA’s relatively
meager resources. There are many research projects that can be done that will result in
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better and more effective treatment for veterans within just a few short years, whereas it
is a long shot as to whether this project will ever be useful to VA physicians in the direct
care of the specialized wounds and maladies that veterans suffer by virtue of military
service to country,

It is said that this effort will benefit all Americans. If so, let the NIH do it and/or pay the
total and complete cost of it.

Second, until the complete privacy of any additional personal information held by VA
can be certified, VVA opposes the pathering of any additional data. The policies and
Information Technology (IT) systems that VA has now are not nearly stringent enough
for the data they already bave, as witness the mess that has come to light in the past
month.

Third, VVA questions the fact that there are funds to mount this very expensive effort,
which may or may not be of some use to veterans at least indirectly at some time in the
distant future, but there is no money to meet the requirements of Public Law 106-419 and
complete the National Vietnam Veterans Longitudinal (Lifetime) Study? This is just
preposterous and a matter of legitimate outrage to VVA, as it should be to all of the
distinguished Members of this Committee.

National Vietnam Veterans Longitudinal Study

In 1984 the Congress directed VA to initiate a large-scale survey of the psychiatric and
socio-medical components of Post Traumatic Stress Disorder (PTSD) in Vietnam and
Vietnam-cra veterans. VA contracted with the Gallup organization to produce the
statistically valid sample populations, and with Research Triangle Institute (RTI) to
actually conduct the study, which included face-to-face interviews. This study,
commonly referred to as the National Vietnam Veterans Readjustment Study (NVVRS),
is the largest nationwide psychiatric study ever done to date.

Results of the NVVRS demonstrated that some 15.2 percent of all male and 8.5 percent
of all female Vietnam theater veterans were current PTSD cases (i.e., at some time during
six months prior to interview). Rates for those exposed to high levels of war zone stress
were dramatically higher (i.e., a four-fold difference for men and seven-fold difference
for women) than rates for those with low-moderate stress exposure. Rates of lifetime
prevalence of PTSD (i.c., at any time in the past, including the previous six months) were
30.9 percent among male and 269 among female Vietnam theater veterans.
Comparisons of current and lifetime prevalence rates indicate that 49.2 percent of male
and 31.6 percent of female theater veterans, who ever had PTSD, still had it at the time of
their interview.

The NVVRS also found that while African American veterans and Latino veterans had a
higher rate of PTSD, they were much less likely to seck assistance. This and other
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findings made it possible for VA to better shape policies and service delivery
mechanisms to deliver more effective services to veterans, especially combat veterans.

The NVVRS was a landmark investigation in which a national random sample of all
Vietnam Theater and Vietnam era (those who served at the time, but not in Southeast
Asia) veterans, who served between August 1964 and May 1975, provided definitive
information about the prevalence and etiology of PTSD and other mental health
readjustment problems. The study over-sampled African-Americans and Latinos, as well
as women, enabling conclusions to be drawn about each subset of the veterans’
population. A small follow up study was done shortly thereafter that produced similar
results regarding Native Americans.

Initially it was only through the NVVRS that the American public and medical
community becomes aware of the high rates of current and lifetime PTSD, and of the
long-term consequences of high stress war zone combat exposure. Because of its unique
scope, the NVVRS has had a large effect on VA policies, health care delivery and service
planning. In addition, because the study clearly demonstrated high rates of PTSD and
strong evidence for the persistence of this disease, it became a seminal work in the field
that has made possible such effective efforts as administering to those who suffered
PTSD as a result of being involved directly in the attacks on 9/11.

In 2000 Congress, by means of Public Law 106-419, mandated the VA contract for a
subsequent report, using the exact same participants, to assess their psychosocial,
psychiatric, physical, and general well being of these individuals. It would enable it to
become a longitudinal study of the mortality and morbidity of the participants, and draw
conclusions as to the long-term effects of service in the military period, as well as about
service in the Vietnam combat zone in particular. The law requires that VA use the
previous report as the basis for a longitudinal study. In 2000 the VA solicited proposals
for non-VA research institutions to conduct a longitudinal study of the physical and
mental health status of a population of Vietnam era veterans originally assessed in the
NVVRS. Research Triangle Institute (RTI) was awarded the contract.

It is apparent that a longitudinal follow-up to the NVVRS is necessary in order to meet
the requirements of the law, and to do just what makes sense in both policy and scientific
terms. Not only has the VA failed to meet the letter of the law, there has been no effort to
build upon the resources accumulated from this unique and comprehensive study of
Vietnam veterans in a highly cost-efficient and scientifically compelling manner. More
important, however, is that such a longitudinal study could provide clues about which VA
health care services are effective and about ways to reach the veterans who receive
inadequate services or do not seek them at all. And this has important consequences for
America’s current and future veterans.
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VA Acting in a Contemptuous Manner

It is now clear that the VA is being contemptuous of the law and the Congress, and plain
refusing to do the study. They are trying to justify this by means of specious pseudo-
scientific reasons, and use the failed “Twins” study data base at the Centers for Disease
Control (CDC) because they do not want a longitudinal study nor do they want to have
validated the results of what the NVVLS may demonstrate in regard to very high
mortality and morbidity of Vietnam veterans, especially those most exposed to combat.
While VVA has written to the Secretary regarding this matter, we have never received a
substantive reply that makes any sense.

Frankly, VVA would take them to Federal court after exhausting administrative remedy
which we have done), but the case law demonstrates that the judiciary in the last twenty
years believes that it is up to the Congress to enforce such mandates on the Executive
branch to perform such studies. The only way for the Congress to force VA to comply
with the law is by means of the appropriations process and/or by means of this
Committee publicly and vocally refusing to absorb this blatant disrespect for the clear
need, the law, and for this Committee.

Mr. Chairman, there is much that is excellent and deserving of great respect in the
Research program, and in the qualities of the individuals who are the top leaders of the
Veterans Health Administration (VHA) and of VA in general. However, their behavior in
regard to this study can only be regarded as inimical to their own principles. The reasons
for not proceeding with the NVVLS, at a cost of about $17 million, are scemingly that
they do not want the results or the information that they think might be contained in the
results of the longitudinal study. This is not a medical or a scientific decision, as that
would involve the search for truth wherever it led. Sadly, onc can only draw the
conclusion that this is a political decision.

Hopefully, with your bold leadership and help in this matter Mr. Chairman, this study can
be completed within the next tow to two and one half years, so that we will be better
prepared to meet the needs of our veterans returning from OIF/OEF, as well as better
meeting the needs of Vietnam veterans.

Mr. Chairman, again all of us at VVA thank you for this opportunity to present our
testimony before you today. I will be pleased and honored to answer any questions that
you or your distinguished colleagues may have.
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VIETNAM VETERANS OF AMERICA
Funding Statement
June 7, 2006

The national organization Vietnam Veterans of America (VVA) is a non-profit
veterans membership organization registered as a 501(c)(19) with the Internal Revenue
Service. VVA is also appropriately registered with the Secretary of the Senate and the
Clerk of the House of Representatives in compliance with the Lobbying Disclosure Act
of 1995.

VVA is not currently in receipt of any federal grant or contract, other than the
routine allocation of office space and associated resources in VA Regional Offices for
outreach and direct services through its Veterans Benefits Program (Service
Representatives). This is also true of the previous two fiscal years.

For Further Information, Contact:
Executive Director for Policy & Government Affairs

Vietnam Veterans of America.
(301) 585-4000 extension 127
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RICHARD WEIDMAN

Richard F. “Rick” Weidman serves as Executive Director for Policy & Government
Affairs of Vietnam Veterans of America (VVA). As such, he is the primary spokesperson
for VVA in Washington. He served as a 1-A-O Army Medical Corpsman during the
Vietnam War, including service with Company C, 23" Med, AMERICAL Division,
located in I Corps of Vietnam in 1969.

Mr. Weidman was part of the staff of VVA from 1979 to 1987, and from 1998 to the
present, serving variously as Membership Service Director, Agency Liaison, and Director
of Government Relations. He left VVA to serve in the Administration of Governor
Mario M. Cuomo (NY) as statewide director of veterans’ employment & training (State
Veterans Programs Administrator) for the New York State Department of Labor from
1987 to 1995.

He has served as Consultant on Legislative Affairs to the National Coalition for
Homeless Veterans (NCHV), Senior Advisor to the Chairman of the Veterans Affairs
Committee of the New York State Assembly, and served at various times on the VA
Readadjustment Advisory Committee, the Secretary of Labor’s Advisory Committee on
Veterans Employment & Training, the President’s Committee on Employment of Persons
with Disabilities - Subcommittee on Disabled Veterans, Advisory Committee on
veterans’ entrepreneurship at the Small Business Administration, and numerous other
advocacy posts in veteran affairs. He has testified many times before the Congress, the
Institute of Medicine, and other forums, regarding the health care, rehabilitation, and
multiple other needs of veterans, particularly disabled veterans.

Mr. Weidman was an instructor and administrator at Johnson State College (Vermont) in
the 1970s, where he was also active in community and veterans affairs. He attended
Colgate University (B.A., (1967), and did graduate study at the University of Vermont.

He is married and has four children.
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The Friends of VA Medical Care and Health Research (FOVA) is a diverse coalition of 86
national academic, medical, and scientific societies; voluntary health and patient advocacy
groups; and veterans service organizations, all committed to high quality health care for veterans.
The coalition appreciates the opportunity to testify today regarding the successes of the VA
Medical Research and Prosthetics Research, the program’s role in attracting and retaining
physicians who care for veterans, and the funding hurdles standing in the way of even greater
success. FOVA urges your support for a fiscal year (FY) 2007 appropriation of $460 million for
the research program as well as $45 million for research facilities so this important program can
continue to build on its history of solid successes.

VA MEDICAL AND PROSTETHIC RESEARCH PROGRAM
The VA Medical and Prosthetic Research program is one of the nation’s premier research

endeavors. The program has a strong history of success as illustrated by the following examples
of VA accomplishments:

. Developed effective therapies for tuberculosis following World War I1.

. Invented the implantable cardiac pacemaker, helping many patients prevent potentially
life-threatening complications from irregular heartbeats.

. Performed the first successful liver transplants.

. Developed the nicotine patch.

. Developed Functional Electrical Stimulation (FES) systems that allow patients to move
paralyzed limbs.

. Found that an implantable insulin pump offers better blood sugar control, weight control
and quality of life for adult-onset diabetes than multiple daily injections.

. Identified a gene associated with a major risk for schizophrenia.

. Launched the first treatment trials for Gulf War Veterans’ Iilnesses, focusing on
antibiotics and exercise.

. Began the first clinical trial under the Tri-National Research Initiative to determine the
optimal antiretroviral therapy for HIV.

. Launched the largest-ever clinical trial of psychotherapy to treat postiraumatic stress
disorder.

Results of the program have continued to come in within the last few months. Of note, VA
researchers studied and demonstrated the effectiveness of a new vaccine for shingles, a painful
skin and nerve infection that affects older adults. Investigators also reported that a 15-year study
of 5,000 individuals yielded conclusive results that secondhand smoke exposure increases the
risk of developing glucose intolerance, the precursor to diabetes.

The VA research program is exclusively intramural; that is, only VA employees holding at least
a five-cighths salaried appointment are eligible to receive VA awards. Unlike other federal
research agencies, VA does not make grants to colleges and universities, or to any other non-VA
entity. As such, the program offers a dedicated funding source to attract and retain high-quality
physicians and clinical investigators to the VA health care system. This in turn ensures that our
nation’s veterans receive state-of-the-art health care.
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Why is the research program so successful?

1. The program’s focus on the needs of veterans.

Congressional and administration understanding of the importance of research to
recruitment and retention of physicians and advancing health care.

Dedication of VA researchers.

Affiliations between VA and medical schools.

Strong peer review.

The VA health system’s connectedness, whether evidenced by electronic medical records
or research collaborations among separate VA medical centers.

o

ROLE OF VA RESEARCH IN THE
RECRUITMENT AND RETENTION OF PHYSICIANS

The mission of the Veterans health care system is “to serve the needs of America’s veterans by
providing primary care, specialized care, and related medical and social support services.” The
Veterans Health Administration (VHA) operates one of the largest comprehensive, integrated
health care delivery systems in the United States. Organized around 21 Veterans Integrated
Service Networks, VA’s health care system includes 154 medical centers and operates more than
1,300 sites of care, including 875 ambulatory care and community-based outpatient clinics, 136
nursing homes, 43 residential rehabilitation {reatment programs, 206 Veterans Centers, and 88
comprehensive home-care programs.

More than 5.3 million unique patients received care in VA health care facilities in 2005. That
same year, VA inpatient facilities treated 587,000 patients and VA’s outpatient clinics registered
nearly 57.5 million visits. VHA has experienced unprecedented growth in the medical system
workload over the past few years. The number of patients treated increased by 29 percent from
4.1 million in 2001. In FY 2007, VHA estimates it will care for almost 5.5 million veterans.

Despite limiting access of enrolled veterans, a significant backlog of delayed appointments has
resulted from an inadequate supply of clinical physicians. While the VHA has made
commendable improvements in quality and efficiency, the /ndependent Budget veterans service
organizations cite excessive waiting times and delays as the primary problem in veterans’ health
care. Without increases in clinical staff, veterans’ demand for health care will continue to
outpace the VHA’s ability to supply timely health-care services and will erode the world-
renowned quality of VA medical care.

To accomplish its medical care mission, VHA acknowledges that it needs to provide “excellence
in research,” and must be an organization characterized as an “employer of choice.” VA
currently supports 5,143 researchers, of which nearly 83 percent are practicing physicians who
provide direct patient care to veteran patients. As a result, the VHA has a unique ability to
translate progress in medical science directly to improvements in clinical care.

The affiliations between VA medical centers and the nation’s medical schools have provided a
critical link that brings expert clinicians and researchers to the VA health system. As stated in
seminal VA Policy Memorandum No. 2 published in 1946, the affiliations allow VA to provide
veterans “a much higher standard of medical care than could be given [them] with a wholly full-
time medical service.” At present, 130 VA medical centers have such agreements with 107 of the
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126 allopathic medical schools. This represents 84 percent of the 154 VA medical centers.
These long standing affiliations with the academic health care community are a major factor in
ensuring quality care for U.S. veterans and represent 2 model partnership between the federal
government and non federal institutions.

Over six decades, these affiliations have proven to be mutually beneficial by affording each party
access to resources that would otherwise be unavailable. It would be difficult for VA to deliver
its high quality patient care without the physician faculty and residents that are available through
these affiliations. In return, the medical schools gain access to invaluable undergraduate and
graduate medical education opportunities through medical student rotations and residency
positions at the VA hospitals. Faculty with joint VA appointments are afforded opportunities for
research funding that are restricted to individuals designated as VA employees.

These faculty physicians represent the full spectrum of generalists and specialists required to
provide high quality medical care to veterans, and, importantly, they include accomplished sub-
specialists who would be very difficult and expensive, if not impossible, for the VA to obtain
regularly and dependably in the absence of the affiliations. According to a 1996 VA OIG report,
about 70 percent of VA physicians hold joint medical school faculty positions. These jointly
appointed clinician-investigators are typically attracted to the affiliated VA Medical Center both
by the challenges of providing care to the veteran population and by the opportunity to conduct
disease-related research under VA auspices.

FISCAL YEAR 2007 APPROPRIATIONS FOR THE
VA MEDICAL AND PROSTHETIC RESEARCH

FOVA recommends an FY 2007 direct research appropriation of $460 million for VA medical
and prosthetic research and development. Investments in investigator-initiated research projects
at VA have led to an explosion of knowledge that is advancing the understanding of disease and
unlocking strategies for prevention, treatment, and cures. The complexity of research, combined
with biomedical research inflation, has increased the cost of research. Biomedical research
inflation alone, estimated at 5.5 percent for FY 2005 and projected at 4.1 percent for FY 2006,
has reduced the purchasing power of the VA Research appropriation by $22.7 million and $16.5
million respectively for a total impact of $39.2 million over just two years. In the absence of
commensurate increases, VA is unable to sustain important research on diabetes, hepatitis C,
heart diseases, stroke and substance abuse while also addressing emerging needs for more
research on post traumatic stress disorder and long-term treatment and rehabilitation of veterans
with polytraumatic blast injures. Additional funding is nceded to take advantage of burgeoning
research opportunities within the VA to improve quality of life for our veterans and the nation as
a whole.

FOVA thanks the House Committee on Veterans® Affairs for its views and estimates with regard
to FY 2007 funding for the VA Medical and Prosthetic Research program. House and Senate
recommended increases, ranging from $28 million up to $51.5 million over the Administration’s
budget request for the VA research program, affirm their ongoing support for our nation’s
veterans.
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Administration’s Budget Recommendation

The Administration’s FY 2007 budget request includes $399 million for the VA Medical and
Prosthetic Research program, a $13 million (3.2 percent) reduction from the final FY 2006
appropriation of $412 million. These VA research funds provide direct support for research
projects as well as the salaries of non-clinician investigators.

FOVA members are deeply disappointed with the Administration’s budget request and note that
if enacted, it will have significant adverse consequences for the VA research program. In its
budget summary, the VA anticipates that this $13 million reduction will result in the elimination
of 82 investigator-initiated programs, 15 special research initiatives, and 7 multi-site research
projects. Furthermore, the department would reduce the number of VA’s direct research
employees by 286.

In FY 2007, VA expects to increase funding for studies of acute and traumatic injury as well as
central nervous system injury and related disorders. However, to fund these new studies with a
shrinking budget, VA projects cuts to research in aging, cancer, infectious diseases, kidney
diseases, diabetes, lung disorders, and heart diseases, among others. In other words, VA is
proposing to rob Peter to pay Paul.

As in prior years, the Administration’s FY 2007 budget includes projections for VA research
spending from the VA medical services appropriation. This “medical care support™ is slated for
a $13 million increase, from $353 million in FY 2006 to $366 million in FY 2007. While this
increase might seem to offset the proposed cut to direct research funding, the medical care
support allocation does not directly support research projects. As the budget submission
indicates, this allocation funds “facility costs of heat, light, telephone, and other utilities
associated with laboratory space; the administrative cost of human resource support, fiscal
service, and supply service attributable to research; research’s portion of a medical center’s
hazardous waste disposal and nuclear medicine licenses; and, most importantly, the time
clinicians devote to their research activities.”

The VA budget also includes non-VA funding sources among the lines of support for VA
research. The budget optimistically projects a $13.24 million increase (from $662 million in FY
2006 to $675 million in FY 2007) in other federally funded research conducted at VA, funds that
have primarily come from the National Institutes of Health (NIH). However, the
Administration’s FY 2007 budget for the NIH is flat, making it highly unlikely that VA will
enjoy significant growth in NIH-funded research grants.

Though the administration’s projected private contributions for VA research have been inflated
in previous years, the VA budget anticipates a reasonable $4 million increase for FY 2007 (from
$204 million in FY 2006 to $208 million in FY 2007). This funding comes from industry for
support clinical trials as well as foundations and other non-profit entities to support a variety of
research projects.

Programmatically, the VA research budget includes plans for two special research projects to
begin in FY 2007. The first project focuses on the special needs of service personnel returning
from Operation Iraqi Freedom and Operation Enduring Freedom. The project envisions wide
ranging research efforts, including post-traumatic stress disorder and other mental health issues;
amputation and prosthetics research; and returning personnel reentry and reintegration. A
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second special project would focus on genomic medicine. The thrust of this project is to link
veterans’ genetic information with the VA electronic health record. According to the budget
submission, “The goal is to develop genetic assessments that will potentially enable ‘mass
customization’ of medical treatment.” These new projects necessitate additional funding over FY
2006 levels plus an accommodation for biomedical research inflation if VA is to continue pre-
existing endeavors as well implementing these new initiatives.

The coalition wholeheartedly supports 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 conditions. Such expansion of the program requires
new resources so VA's other research areas, which are equally important to the care of large
numbers of veterans, do not languish in the meantime.

VA Research Infrastructure

State-of-the-art research requires state-of-the-art technology, equipment, and facilities. Such an
environment promotes excellence in teaching and patient care as well as research. It also helps
VA recruit and retain the best and brightest clinician scientists. In recent years, funding for the
VA medical and prosthetics research program has failed to provide the resources needed to
maintain, upgrade, and replace aging rescarch facilities. Many VA facilities have run out of
adequate research space, and ventilation, electrical supply, and plumbing appear frequently on
lists of needed upgrades along with space reconfiguration. Under the current system, research
must compete with other facility needs for basic infrastructure and physical plant improvements
which are funded through the minor construction appropriation.

FOVA appreciates the efforts of the House Committee on Appropriations to secure $10 million
for research facility upgrades in FY 2007. The committee also gave attention to this problem in
the House Report accompanying the FY 2006 appropriations bill (P.L. 109-114), which
expresses concern that equipment and facilities to support the research program may be lacking
and that some mechanism is necessary to ensure the Department’s research facilities remain
competitive. It noted that more resources may be required to ensure that research facilities are
properly maintained to support the Department’s research mission.

To ensure that funding is adequate to meet both immediate and long term needs, FOVA
recommends an annual appropriation of $45 million in the minor construction budget dedicated
to renovating existing research facilities and additional major construction funding sufficient to
replace at least one outdated facility per year until the backlog is addressed.

Earmarks and Designation of VA Research Funds

The members of FOV A oppose earmarking the VA research appropriation because these
earmarks jeopardize the strengths of the VA Research program. VA has well-established and
highly refined policies and procedures for peer review and national management of the entire VA
research portfolio. Peer review 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, and
instills confidence in overall oversight of VA research, including human subject protections,
while preventing costly duplication of effort and infrastructure.
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VA research encompasses a wide range of types of research. Designated amounts for specific
areas of research compromise VA’s ability to fund ongoing programs in other arcas and force
VA to delay or even cancel plans for new initiatives. While Congress certainly should provide
direction to assist VA in setting its research priorities, earmarked funding exacerbates resource
allocation problems. FOV A urges Congress to preserve the integrity of the VA research program
as an intramural program firmly grounded in scientific peer review. These are principles under
which it has functioned so successfully and with such positive benefits to veterans and the nation
since its inception.

Again, FOVA appreciates the opportunity to present our views to the Committee. While
research challenges facing our nation’s veterans are significant, if given the resources, we are
confident the expertise and commitment of the physician-scientists working in the VA system
will meet the challenge.
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