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(Mr. BURNS) was added as a cosponsor
of S. 2085, a bill to provide a supple-
mental payment to assist agricultural
producers in mitigating increasing
input costs, including energy and fer-
tilizer costs.
S. 2088

At the request of Mr. ALLARD, the
name of the Senator from New Hamp-
shire (Mr. SUNUNU) was added as a co-
sponsor of S. 2088, a bill to assist low-
income families, displaced from their
residences in the States of Alabama,
Louisiana, and Mississippi as a result
of Hurricane Katrina, by establishing
within the Department of Housing and
Urban Development a homesteading
initiative that offers displaced low-in-
come families the opportunity to pur-
chase a home owned by the Federal
Government, and for other purposes.

S. RES. 33

At the request of Mr. LEVIN, the
name of the Senator from Connecticut
(Mr. LIEBERMAN) was added as a co-
sponsor of S. Res. 33, a resolution urg-
ing the Government of Canada to end
the commercial seal hunt.

S. RES. 283

At the request of Mr. ALLEN, the
name of the Senator from Hawaii (Mr.
INOUYE) was added as a cosponsor of S.
Res. 283, a resolution recognizing the
contributions of Korean Americans to
the United States and encouraging the
celebration of ‘“Korean American
Day”’.

——————

STATEMENTS ON INTRODUCED
BILLS AND JOINT RESOLUTIONS

By Ms. MIKULSKI:

S. 2097. A Dbill to assist members of
the Armed Forces in obtaining United
States citizenship, and for other pur-
poses; to the Committee on the Judici-

ary.

Ms. MIKULSKI. Mr. President, I am
here today to talk about a bill I will be
introducing that rights a wrong and
corrects a terrible injustice. I am in-
troducing legislation called the
Kendell Frederick Citizenship Assist-
ance Act of 2005. This is legislation was
inspired by a young man from the
State of Maryland, who was in the
Army, had a green card, was serving
this country, though not a citizen, and
was killed while serving in Iraq. He was
killed by a roadside bomb on his way to
be fingerprinted, on his way to become
a U.S. citizen. He died on his way to be-
come a U.S. citizen because of the
failed and flawed information he was
given by our immigration system.

He was a terrific young man, who
came to this country when he was fif-
teen from Trinidad. He joined his
mother here in the U.S. and wanted so
much to be part of this country. He
wanted to serve this country and so he
joined the ROTC when he was in high
school. In fact, Randallstown High
School has one of the best high school
ROTCs programs that Maryland has.
After graduation, he then joined the
Army and off he went to train to serve
this country.
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He was killed by the botched bu-
reaucracy of the U.S. Government, by
their incompetence, by their indiffer-
ence, by their ineptitude; and this is
absolutely inexcusable. Every military
death in Iraq is a tragedy, but this one
did not need to happen. I am going to
tell you a little bit about him and then
tell you what happened.

As I said, he graduated from high
school and he decided to join the Army
with hopes that he would go back to
school. In the Army he was a generator
mechanic assigned to a heavy combat
battalion. His job was to keep that bat-
talion running. All he wanted was to do
a good job, help his buddies stay alive,
stay alive himself, defend what we were
doing in Iraq and, along the way, be-
come an American citizen and come
back home and resume his life. He had
been trying to become an American
citizen for a while. He started working
on it when he joined the Army.

Mr. President, because I know of
your keen interest in national secu-
rity, I understand that you know when
you join the Army you are
fingerprinted and a background check
is run. We just don’t let anybody join
the United States Army. You can’t get
in if you are a drug dealer, if you have
an extensive criminal record or if you
would be a threat to the security of the
United States. You can’t get in if there
is even a hint that you might be con-
nected to a terrorist organization. So
Kendell Frederick was accepted into
the Army after all these security
checks were run and his background
was vetted. Then he sent in his citizen-
ship application but, guess what, he
checked the wrong box. What did that
mean? Here he was, training for war,
packing up to go to Iraq, saying good-
bye to his mom, his brother and two
sisters and in the middle of this he
checked the wrong box saying that he
was not in the military. So his applica-
tion was derailed, not once but three
different times.

The first time was after his mother
checked the correct box saying that
Kendell was in the military. Immigra-
tion sent the application to the wrong
office, not the one that handles mili-
tary applications that is on a fast
track but the general one where all the
applications are all stacked up. Sec-
ond, Immigration rejected the finger-
prints that were sent from the mili-
tary. There was no explanation. His
mother did not know why the finger-
prints had been rejected. He had sent in
the paperwork from Iraq. As I said,
Kendell had already been fingerprinted,
had already had his background vetted
when he joined the military. So here
was a guy who had been fingerprinted
and cleared to join the military. The
Army had said, you are OK, Kendell.
He had an FBI background check run.
The FBI said you are OK, Kendell. The
Army wants somebody like you. But
when he tried to get through Immigra-
tion, they said no, the fingerprints he
had taken when he joined the military
and even the fingerprints he sent into
immigration were not enough.
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Finally, when his mother called this
1-800 Immigration number—you try to
call that number—she got no help. It is
like trying to make a call from the Su-
perdome in the middle of Katrina. You
are not going to get help going to get
the right answer. His mother called
that number. They told his mother
that he had to return from Baghdad
and go to Baltimore to get his finger-
prints. His mother got on the phone
again, because he can’t call from Bagh-
dad—he is being shot at, he is trying to
defend himself and the troops of the
United States of America—so he was a
little busy, couldn’t afford to get a
busy signal from Immigration.

When his mother called and said,
“My boy is in Baghdad,” Immigration
at the 800 number told her, there was
nothing they could do. They didn’t
even know their own rules. They didn’t
know their own system. They didn’t
know their own laws. Immigration was
wrong. They gave his mother the
wrong information.

So here is Kendell, still keeping in
touch, still trying to do his job, trying
to get his fingerprints taken to become
a U.S. citizen. Finally, there was an ar-
rangement made. His staff sergeant
came to his rescue and made arrange-
ments for him to be fingerprinted at a
nearby air base so he could complete
this application. On October 19, with
the help of his staff sergeant, he was
traveling in a convoy to get his finger-
prints. He didn’t usually go in convoys,
but that day he was on that convoy to
get his fingerprints to become an
American citizen—to compensate for
the botched mistakes of Immigration—
and on his way a roadside bomb killed
him.

They told his mother that immigra-
tion would give Kendell U.S. citizen-
ship. They granted his citizenship a
week after he died. He was buried at
Arlington, as he should have been. He
was trying to do the right thing, yet he
was given the wrong information.

As 1 said, his staff sergeant tried to
help him, his mother tried to help him,
but the system, the immigration sys-
tem, failed him time and time again.

When I called his mother—and I try
to call all the families of our military
from Maryland who die; some I reach,
some I do not—I spoke to his mother.
She said to me that she did not want
another mother to go through what she
went through, to go through what her
son went through. Service members
and their moms and dads should not be
worrying about what box to check,
where the fingerprints are, et cetera.
She said Immigration should know
their own rules. When we explained to
her the rules of Immigration, that he
should have been fast tracked, that
these fingerprints should have been
OK, that he did not have to pay a $400
fee, she said, ‘“Nobody told me that.”
Every time I called, I got different in-
formation.

I am introducing legislation today to
prevent this from happening again. His
mother asked me to introduce legisla-
tion, and she asked me to call it the
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Kendell Frederick law. I am doing that
today, and over in the House Congress-
man ELIJAH CUMMINGS is doing the
same thing. We made this promise
when we stood in the church, a small,
humble church in an African-American
community in Baltimore. We made this
pledge to his mother that we would do
this for her and we are here today to do
just that.

The legislation I am introducing
today makes it easier for military serv-
icemembers to become citizens. The
provisions cut through the redtape. It
requires Immigration to use the finger-
prints the military takes when the per-
son enlists in the military.

It requires the creation of a military
citizen advocate to inform the service-
members about the citizenship process
and help with the application.

It also means they won’t leave boot
camp unless they are absolutely ap-
prised of all of the rules and all of the
regulations about how to apply to be-
come a U.S. citizen.

The very process they have to go
through to join the military,
fingerprinting and FBI background
check, should be good enough. Because
you see, deep down inside, we believe
that if you are good enough to fight for
this country, you are good enough to
become a citizen of this country.

There is a pileup of 3,000 people with
green cards fighting in our military
today who have applied to become
American citizens. You should not
have to be standing in that kind of
line. We are not saying let anyone be-
come a U.S. citizen, but these are men
and women who joined the military
and fighting for this country. They
have a green card, they have been
fingerprinted, and they have passed an
FBI check. Why do they have to go
through it all over again?

We are passing a law that would stop
this needless bureaucracy, and we are
establishing a special 800 number for
our military and their families.

We talk a lot about standing up for
our troops, and we certainly should
stand up for our troops. This means we
should stand up for them and enable
them to follow their dreams. They are
certainly standing up for us.

Today, we introduced the Kendell
Frederick bill to make sure that any-
one in the military who wants to be a
U.S. citizen, who has a green card, and
who passed the fingerprint checks will
be able to do so quickly and easily. If
they are willing to fight for America
and die for America, they should be
able to become an American citizen.

I will be circulating a ‘‘Dear Col-
league’ to my colleagues to join it. I
hope we can pass this legislation on a
bipartisan basis so that as men and
women such as Kendell Frederick fight
for freedom, we ensure that their mem-
ory is not in vain.

I thank the Chair.

By Ms. MURKOWSKI (for herself,
Mr. AKAKA, and Mr. BINGAMAN):
S. 2098. A bill to amend the Energy

Employees Occupational Illness Com-
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pensation Program Act of 2000 to clar-
ify the eligibility of certain employees
of the Department of Energy under
that Act; to the Committee on Health,
Education, Labor, and Pensions.

Ms. MURKOWSKI. Mr. President, I
send to the desk for appropriate ref-
erence legislation that will clarify that
citizens of the former Trust Territory
of the Pacific Islands are eligible for
coverage and potential compensation
under the Energy Employees Occupa-
tional Illness Compensation Program
Act, EEOICPA, for workers who devel-
oped radiogenic cancers and other ail-
ments after working at the Pacific
Test Site in the Marshall Islands.

An estimated up to 500 Republic of
Marshall Islanders and other Microne-
sian workers may have been employed
by the Department of Energy, or its
predecessor agency, or Department
subcontractors prior to 1986 when the
Trusteeship was terminated for all
areas except Palau. Both Bikini and
Enewetak Atolls were the sites for nu-
merous nuclear and thermonuclear
tests. Other atolls, such as Rongelap
and Utrik, were affected by fallout
from the Bravo hydrogen bomb test in
March 1954.

Congress, in 2000, approved a com-
pensation program to provide aid and
pay medical bills for those who suf-
fered radiation-caused illnesses be-
cause of working on the nuclear weap-
ons program. Congress specifically set
up a ‘‘Special Exposure Cohort’ to pro-
vide compensation to certain workers
with radiogenic cancer and other ill-
nesses because it was presumed that
their illnesses resulted from workplace
exposure to radiation caused by their
Government work. Congress, in 2004,
amended the act, first approved in the
2001 Military Construction Authoriza-
tion Act, to speed payments of com-
pensation, including funds for lost
wages to workers or their heirs, to
those who worked for the Department
of Energy and its predecessor agency
on nuclear weapons programs.

Earlier this year the Committee on
Energy and Natural Resources held an
oversight hearing to review a number
of issues raised by the government of
the Republic of the Marshall Islands re-
lated to the effects of the nuclear test-
ing program. One of the issues was cov-
erage for residents of the then-trust
territory who were employed during
the testing and subsequent cleanup.
During that period, the United States
was the administering authority over
the area under a United Nations Trust-
eeship Agreement and exercised all the
powers of a sovereign. It seems some-
what incongruous for the Congress to
have established a program that ap-
plied to U.S. citizens but not to those
who lived and worked under U.S. ad-
ministration.

That also seems reasonable, since
there is little other reason for the spe-
cific inclusion of the Pacific Test Site
if the workers were not to be covered.
During Senate debate, Senator BINGA-
MAN, a conferee on the amendment,
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submitted a list of DOE facilities in-
tended to be covered by the act—a list
which included the Marshall Islands,
146 Cong. Rec. S. 4754-7.

While most of the issues raised by
the Minister of Foreign Affairs for the
Marshall Islands during our oversight
hearing are now being discussed with
various Federal agencies under the aus-
pices of Secretary of the Interior Nor-
ton, this is an issue that will require
congressional action, given the inter-
pretations from Federal agencies that
questioned whether Congress intended
the Act to apply extraterritorially. The
act, of course, applies to individuals
not jurisdictions and the specific men-
tion of the Pacific Test Site and
Enewetak would seem to indicate that
Congress intended to include workers
at the site.

Subsequent to the hearing, I had the
privilege to meet privately with the
President of the Marshall Islands when
he visited Washington in early Sep-
tember. We had a good meeting and at
the time I offered my assistance in en-
suring that the proper agencies or
groups would review the issues they
had raised. As I indicated, most of
these issues are properly now being dis-
cussed with representatives of the Mar-
shalls through a multi-agency dialogue
headed by Secretary Norton. This
issue, however, may be one that is best
handled directly through the congres-
sional process. Therefore, when I was
asked by the Marshall’s Embassy here
in Washington if I would introduce a
bill to clarify worker eligibility so that
the proper congressional committees
could review it, I agreed.

Given the paperwork, record and ra-
diation dosage requirements for receipt
of compensation, it is far from clear
how many Marshallese and Microne-
sian workers will actually qualify for
the up to $150,000 in compensation, plus
medical benefits and lost wage com-
pensation for ailments caused by radi-
ation stemming from the weapons
tests. That is an issue that I hope the
congressional committees will consider
sympathetically. But it is only just
that the program be opened equally to
all Department of Energy workers or
subcontract workers who labored to
produce nuclear weapons to help this
Nation’s national defense at a critical
period of the Cold War. As an Alaskan
from a State whose workers have been
compensated for injuries they gained
resulting from underground weapons
testing at Amchitka Island in the
Aleutian Chain almost immediately
after the ending of weapons testing in
the atmosphere over the Marshall Is-
lands, it is impossible not to support
aid for the Marshallese.

While Congress and the administra-
tion continue to weigh additional aid
to the Republic of the Marshall Islands,
passage of this measure would be a sign
of this Nation’s continued commitment
to aid the islanders who in February
1946 followed the advice of Bikinian
leader, King Juda, and agreed to leave
the Bikini Atoll so America could use
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it for weapons testing saying, ‘“We will
go believing that everything is in the
hands of God.”

I appreciate the understanding and
the patience shown by the Marshall’s
Government and their citizens as we
proceed to review the issues raised con-
cerning the effects of the nuclear test-
ing program, and I hope the introduc-
tion of this legislation will be seen as
an example of our commitment to see
that those issues receive a full and fair
review and discussion.

By Mr. REID (for himself, Mr.
ENSIGN, Mr. BENNETT, and Mr.
HATCH):

S. 2099. A bill to amend the Nuclear
Waste Policy Act of 1982 to require
commercial nuclear utilities to trans-
fer spent nuclear fuel from spent nu-
clear fuel pools into spent nuclear fuel
dry casks and convey to the Secretary
of Energy title to all spent nuclear fuel
thus safely stored; to the Committee
on Environment and Public Works.

Mr. REID. Mr. President, I rise today
for Senator ENSIGN, Senator BENNETT
and myself to introduce a bill to in-
crease the safety and security of our
Nation’s nuclear power infrastructure,
The Spent Nuclear Fuel On-Site Stor-
age Security Act of 2005.

I am convinced that the proposed
Yucca Mountain nuclear waste dump
will never be built because of the myr-
iad of scientific, safety and technical
problems in which it is mired. It sim-
ply is neither safe nor secure, as illus-
trated by several significant scientific,
legal, and budgetary setbacks this past
year.

Here are some of the highlights: On
July 9, 2004, the DC Circuit Court of
Appeals sided with the people of Ne-
vada in a lawsuit to stop the proposed
Yucca Mountain project. The court de-
cided that U.S. Environmental Protec-
tion Agency’s radiation standard for
the site was not stringent enough to
protect the public from the significant
risks associated with nuclear waste
and failed to follow the recommenda-
tion by the National Academy of
Sciences.

On August 31, 2004, the Nuclear Regu-
latory Commission’s Atomic Safety
and Licensing Board rejected Depart-
ment of Energy’s Yucca Mountain doc-
ument database, saying it had failed to
make public many of the documents
that it had in its possession. The Board
said, ‘‘Given the 15 years that DOE had
to gather, review, and produce its docu-
ments and the fact that the date of
production, and the incompleteness of
its privilege review, it is clear to us
that DOE did not meet its obligation,
in good faith, to make all reasonable
efforts to make all documentary mate-
rials available.”

On October 4, 2004, the DOE Inspector
General found that DOE has given
away more than $500,000 worth of
Yucca Mountain construction equip-
ment in 2003. Half a million dollars is a
tremendous amount of the people’s
money to waste.
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On November 22, 2004, the Nuclear
Waste Technical Review Board said
DOE does not have a plan for safely
transporting nuclear waste to the pro-
posed repository.

On February 7, 2005, Dr. Margaret
Chu, most recently the Director of the
Office of Civilian Radioactive Waste
Management, said the project would be
delayed until 2012 and that DORE’s li-
cense application to the Nuclear Regu-
latory Commission would not be filed
until December 2005, delayed a year. To
date, the license application still has
not been filed.

On February 8, 2005, the Nuclear
Waste Technical Review Board have
called for hearings to review concerns
over the corrosion of the titanium drip
shields that are intended to keep water
from leaking into casks inside Yucca
Mountain.

On February 28, 2005, a DOE official
said the proposed Yucca Mountain re-
pository may not open until 2015.

On March 16, 2005, DOE revealed that
documents and models about water in-
filtration at Yucca Mountain, a key
issue, had been falsified.

On July 18, 2005, DOE announced that
it will use dedicated train service for
its rail transport of spent nuclear fuel
and high-level waste to Yucca Moun-
tain, a shift from two decades of ad-
ministration policy that ignores the
fact that about one-third of reactor
sites are not capable of shipping fuel by
rail.

On August 22, 2005, EPA published its
revised radiation standards for the pro-
posed Yucca Mountain high-level waste
dump. These standards are wholly in-
adequate, do not meet the law’s re-
quirements and do not protect public
health and safety.

On October 13, 2005, DOE began a se-
ries of actions to overhaul the Yucca
Mountain project. We are going back to
the drawing board, frequently revis-
iting proposals discarded decades ago
as unsafe or unworkable.

On October 25, 2005, DOE announced
that it would be redesigning the spent
fuel storage process, both the con-
tainers and facilities.

On November 16, 2005, the DOE In-
spector General announced that DOE
has ignored numerous admitted in-
stances of falsification of technical and
scientific date on the project, showing
that years of quality assurance prob-
lems continue.

On November 17, 2005, DOE sent a de-
tailed letter to its contractor speci-
fying some of the desired changes in
the site proposal.

At the December 7, 2005, at the NRC-
DOE quarterly meeting on Yucca
Mountain, DOE announced that it ex-
pects to re-baseline the project mid-
2006, requiring many of the technical
and scientific analyses to be redone.

On November 19, 2005, the Energy and
Water Appropriations bill became law,
cutting the Yucca Mountain budget to
$577 million, half of what DOE said it
would need to keep the project on
track.
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In numerous media reports, DOE has
confirmed that it is preparing a legisla-
tive package that addresses Yucca
Mountain. Clearly, DOE cannot meet
the current public health, safety and
technical requirements.

It should be clear to anyone that the
proposed Yucca Mountain project is
scientifically unsound and that it can-
not meet the requirements of law. It is
not going anywhere. Delay after delay
costs the taxpayers billions and bil-
lions of dollars for a project that the
courts have ruled does not meet suffi-
cient safety or public health standards.
I do not believe that Yucca Mountain
will ever open, and Nevada and the
country will be safer for our successful
efforts to stop the project.

Yet, we must safely store spent nu-
clear fuel.

A 1979 study by the Sandia National
Laboratory determined that, if all the
water were to drain from a spent fuel
pool, dense-packed spent fuel would
likely heat up to the point where it
would burst and then catch fire, releas-
ing massive quantities of volatile ra-
dioactive fission products into the air.
Both the short-term and the long-term
contamination impacts of such an
event could be significantly worse than
those from Chernobyl. The con-
sequences would be so severe and would
affect such a large area that all pre-
cautions must be taken to preclude
them. This is the type of serious,
avoidable risk against which all the
Nation’s nuclear sites can and should
be protected to counter terrorist
threats.

It is time to look at other nuclear
waste alternatives. Fortunately, the
technology to realize a viable, safe and
secure alternative is readily available
and can be fully implemented within 6
years if we act now. That technology is
dry cask storage.

The technology for long-term storage
of spent nuclear fuel in dry storage
casks has improved dramatically in the
past 20 years. Seventeen cask designs
have. been licensed by the Nuclear Reg-
ulatory Commission, which says that
spent nuclear fuel can be safely stored
using dry cask storage on-site at the
nuclear power plants for at least 100
years. Already, dry casks safely store
spent nuclear fuel at 34 sites through-
out the country, many of them near
communities, water ways and transpor-
tation routes. The Nuclear Energy In-
stitute has projected 83 of the 103 ac-
tive reactors will have dry storage by
2050.

Compared to water-filled pools, dry
storage casks are significantly less vul-
nerable to natural and human-induced
disasters, including floods, tornadoes,
temperature extremes, sabotage, and
missile attacks. In addition, dry stor-
age casks are not subject to drainage
risks, whether intentional or acci-
dental.

On March 28, 2005, the Washington
Post revealed that a classified National
Academy of Sciences report concluded
that the government does not fully un-
derstand the risks a terrorist attack
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could pose to spent nuclear fuel pools
and that it ought to expedite the re-
moval of the fuel to dry storage casks
that are more resilient to attack.

Our bill requires commercial nuclear
utilities to safely transfer spent nu-
clear fuel from temporary storage in
water-filled pools to secure storage in
licensed, on-site dry cask storage fa-
cilities. After transferal, the Secretary
of Energy will take title and full re-
sponsibility for the possession, stew-
ardship, maintenance, and monitoring
of all spent fuel thus safely stored. Fi-
nally, our bill establishes a grant pro-
gram to compensate utilities for ex-
penses associated with transferring the
waste. The costs of transferring the
waste and providing the grants will be
offset by withdrawals from the utility-
funded Nuclear Waste Fund.

Nuclear facilities currently provide
20 percent of our Nation’s electricity,
but in light of the events of September
11, they also present a security risk
that we simply must address. There
cannot be any weak links in the chain
of security of our Nation’s nuclear
power infrastructure. There is abso-
lutely no justification for endangering
the public by densely packing nuclear
waste in vulnerable spent fuel pools
when it can be stored safely and se-
curely in dry casks. This bill guaran-
tees all Americans that our Nation’s
nuclear waste will be stored in the
safest way possible.

I ask unanimous consent that the
text of the bill printed in the RECORD.

There being no objection, the bill was
ordered to be printed in the RECORD, as
follows:

S. 2099

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“Spent Nu-
clear Fuel On-Site Storage Security Act of
2005"".

SEC. 2. DRY CASK STORAGE OF SPENT NUCLEAR
FUEL.

(a) IN GENERAL.—Title I of the Nuclear
Waste Policy Act of 1982 (42 U.S.C. 10121 et
seq.) is amended by adding at the end the fol-
lowing:

“Subtitle I—Dry Cask Storage of Spent
Nuclear Fuel
“SEC. 185. DRY CASK STORAGE OF SPENT NU-
CLEAR FUEL.

‘‘(a) DEFINITIONS.—In this section:

‘(1) CONTRACTOR.—The term ‘contractor’
means a person that holds a contract under
section 302(a).

*(2) SPENT NUCLEAR FUEL POOL.—The term
‘spent nuclear fuel pool’ means a water-filled
container in which spent nuclear fuel rods
are stored.

*(3) SPENT NUCLEAR FUEL DRY CASK.—The
term ‘spent nuclear fuel dry cask’ means the
container, and all the components and sys-
tems associated with the container, in which
spent nuclear fuel is stored at a Commission-
licensed independent spent fuel storage facil-
ity located at the power reactor site. The de-
sign of any such spent nuclear fuel dry cask
shall be approved by the Commission.

““(b) TRANSFER OF SPENT NUCLEAR FUEL.—

‘(1) IN GENERAL.—A contractor shall trans-
fer spent nuclear fuel from spent nuclear fuel
pools to spent nuclear fuel dry casks at a
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Commission-licensed independent spent fuel
storage facility located at the power reactor
site.

‘(2) SPENT NUCLEAR FUEL STORED AS OF
DATE OF ENACTMENT.—A contractor shall
complete the transfer of all spent nuclear
fuel that is stored in spent nuclear fuel pools
as of the date of enactment of this sub-
section not later than 6 years after the date
of enactment of this subsection.

“(3) SPENT NUCLEAR FUEL STORED AFTER
DATE OF ENACTMENT.—A contractor shall
complete the transfer of any spent nuclear
fuel that is stored in a spent nuclear fuel
pool after the date of enactment of this sub-
section not later than 6 years after the date
on which the spent nuclear fuel is discharged
from the reactor.

‘“(4) INADEQUATE FUNDS.—If funds are not
available to complete a transfer under para-
graph (2) or (3), the contractor may apply to
the Commission to extend the deadline for
the transfer to be completed.

‘“(c) FUNDING.—The Secretary shall make
grants to compensate a contractor for ex-
penses incurred in carrying out subsection
(b), including costs associated with—

‘(1) licensing and construction of an inde-
pendent spent fuel storage facility located at
the power reactor site;

‘“(2) construction and delivery of spent nu-
clear fuel dry casks;

‘(3) transfers of spent nuclear fuel;

‘“(4) documentation relating to the trans-
fers;

‘“(5) security; and

‘(6) hardening.

¢“(d) CONVEYANCE OF TITLE.—

‘(1) DETERMINATION.—Not later than 30
days after the transfer of spent nuclear fuel
from a spent nuclear fuel pool to a spent nu-
clear fuel dry cask, the Commission shall de-
termine whether the contractor carried out
the transfer in full compliance with regula-
tions promulgated by the Commission.

‘“(2) NONCOMPLIANCE.—If the Commission
determines that any technical standard or
compliance provision under the regulations
was not complied with, the Commission
shall—

‘“(A) notify the contractor; and

“(B) take such actions as are necessary to
obtain full compliance.

¢“(3) CERTIFICATION AND CONVEYANCE OF
TITLE.—When the Commission determines
that the contractor has fully complied with
the regulations—

‘“(A) the Commission shall certify that safe
transfer has been accomplished; and

‘(B) the Secretary shall accept the convey-
ance of title to the spent nuclear fuel dry
cask (including the contents of the cask)
from the contractor.

‘“(4) RESPONSIBILITY.—A conveyance of
title under paragraph (3)(B) shall confer on
the Secretary full responsibility (including
financial responsibility) for the possession,
stewardship, maintenance, and monitoring of
all spent nuclear fuel transferred to the Sec-
retary.”.

(b) FUNDING.—Section 302(d) of the Nuclear
Waste Policy Act of 1982 (42 U.S.C. 10222(d))
is amended—

(1) in paragraph (5), by striking ‘“‘and” at
the end;

(2) in paragraph (6), by striking the period
at the end and inserting ‘‘; and’’; and

(3) by adding at the end the following:

‘“(7T) the provision of grants under section
185(d).”.

SEC. 3. IMMEDIATE CONVEYANCE OF TITLE TO
SPENT NUCLEAR FUEL PREVIOUSLY
CERTIFIED TO BE IN COMPLIANCE.

Not later than 30 days after the date of en-
actment of this Act, the Secretary of Energy
shall accept the conveyance of title to all
spent nuclear fuel with respect to which, be-
fore the date of enactment of this Act, the
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Nuclear Regulatory Commission has cer-
tified that a contractor under section 302 of
the Nuclear Waste Policy Act of 1982 (42
U.S.C. 10222) has completed transfer to spent
nuclear fuel dry casks in compliance with
applicable regulations in effect as of the date
of transfer.

By Mr. SMITH (for himself and
Mr. KERRY):

S. 2100. A bill to amend the Internal
Revenue Code of 1986 to improve the
deduction for depreciation; to the Com-
mittee on Finance.

Mr. SMITH. Mr. President, our econ-
omy has changed dramatically in re-
cent years as a result of the develop-
ment of new technologies and indus-
tries. However, we have not updated
our tax depreciation system to reflect
these advancements. In fact, the recov-
ery periods used to calculate deprecia-
tion allowances have not been adjusted
since 1986—and in some cases not since
1962. For example, a personal computer
has a depreciable life of 5 years even
though its economic life is only 2 to 3
years.

Today, I am introducing legislation
that will respond to these changes by
modernizing and simplifying the tax
depreciation rules. Senator KERRY has
joined me in introducing the Tax De-
preciation, Modernization and Sim-
plification Act of 2005, which will en-
courage capital investment and make
it easier for companies to comply with
the tax law.

This legislation will allow the Treas-
ury Department, in consultation with
Congress, to modify and create new
class lives for capital assets. Any new
classification created by the Treasury
Department must reflect the antici-
pated useful life and decline in value
over time of the asset. In addition, it
should take into account when the
asset is technologically or functionally
obsolete for its original purpose. With
this new regulatory authority, Treas-
ury will be able to develop class lives
that are more in line with assets’ eco-
nomic lives.

Another provision in this legislation
deals with the mid-quarter convention.
The mid-quarter convention is one of
the placed-in-service conventions that
directs when depreciation for an asset
begins or ends. The mid-quarter con-
vention, however, creates significant
complexity. Taxpayers must wait until
after the tax year ends to determine
whether to use the half-year or mid-
quarter convention. Therefore, con-
sistent with a Joint Committee on
Taxation recommendation, the bill
eliminates the mid-quarter convention
for simplification purposes.

Small businesses are the heart of our
economy. We, in Congress, should do
everything we can to ease the adminis-
trative burdens for small businesses.
That is why we should make small
business expensing permanent. These
rules permit small businesses to ex-
pense immediately up to $100,000 of the
cost of property each year. This pro-
posal will maintain this important
simplification which is set to expire at
the end of 2007.
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Finally, this legislation will allow
for mass asset accounting. Currently,
companies must generally calculate de-
preciation on an item-by-item basis.
For example, if a company has 200
desks or 200 computers, they must ac-
count for and depreciate each item sep-
arately. This can be a challenge and an
administrative burden for companies—
especially with small items, like chairs
and telephones. Therefore, the bill will
permit all companies to elect to use
mass asset accounting for property
that costs less than $10,000.

The bipartisan Tax Depreciation,
Modernization and Simplification Act
of 2005 will make much needed changes
to the tax depreciation system. I look
forward to working with my colleagues
to enact these important reforms and I
ask unanimous consent that the text of
the bill be printed in the RECORD.

There being no objection, the bill was
ordered to be printed in the RECORD, as
follows:

S. 2100

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘Tax Depre-
ciation, Modernization, and Simplification
Act of 2005,

SEC. 2. AUTHORITY TO MODIFY CLASS LIVES.

(a) IN GENERAL.—Paragraph (1) of section
168(i) of the Internal Revenue Code of 1986 is
amended to read as follows:

(1) CLASS LIFE.—

‘““(A) IN GENERAL.—Except as provided in
this section, the term ‘class life’ means the
class life (if any) which would be applicable
with respect to any property as of January 1,
1986, under subsection (m) of section 167, as
in effect on the day before the date of the en-
actment of the Revenue Reconciliation Act
of 1990 (determined without regard to para-
graph (4) thereof and as if the taxpayer had
made an election under such subsection).

‘(B) SECRETARIAL AUTHORITY.—

‘(i) IN GENERAL.—Except as provided in
clause (ii), the Secretary, after consultation
with Congress, may prescribe by regulation—

‘() a new class life for any property, or

“(II) a class life for any property which
does not have a class life within the meaning
of subparagraph (A).

‘‘(ii) EXCEPTIONS.—Clause (i) shall not
apply to—

‘(D) residential rental property or nonresi-
dential real property, or

““(IT) property for which a class life, classi-
fication, or recovery period is assigned under
subsection (e)(3) (other than subparagraph
(C)(v) thereof) or subparagraph (B), (C), or
(D) of subsection (g)(3).

‘‘(iii) STANDARDS.—Any class life pre-
scribed or modified under clause (i) shall rea-
sonably reflect the anticipated useful life
and the anticipated decline in value over
time of the property to the industry or other
group, and shall take into account when the
property is technologically or functionally
obsolete for the original purpose under which
it was acquired.

‘‘(iv) CONSULTATION.—Not later than 60
days before the date on which the Secretary
publishes any proposed regulation under
clause (i), the Secretary shall submit to Con-
gress the proposed regulation together with
a report containing the information consid-
ered by the Secretary in modifying or pre-
scribing any class life under the regulation.

‘“(v) MONITORING.—The Secretary, through
an office established in the Treasury, shall
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monitor and analyze actual experience with
respect to depreciable assets to which this
subparagraph applies.

‘(C) EFFECT OF MODIFICATION.—Any class
life with respect to any property prescribed
or modified under subparagraph (B) shall be
used in classifying such property under sub-
section (e) and in applying subsection (g).”".

(b) APPLICATION OF CONGRESSIONAL REVIEW
AcT.—For purposes of applying chapter 8 of
title 5, United States Code, to any regulation
prescribed under section 168(i)(1)(B) of the
Internal Revenue Code of 1986, each class life
prescribed under such section shall be con-
sidered to be a separate rule.

(c) EFFECTIVE DATE.—The amendment
made by this section shall take effect on the
date of the enactment of this Act.

SEC. 3. ELIMINATION OF MID-QUARTER CONVEN-
TION.

(a) IN GENERAL.—Subsection (d) of section
168 of the Internal Revenue Code of 1986 is
amended—

(1) by striking paragraph (3) and redesig-
nating paragraph (4) as paragraph (3), and

(2) in paragraph (3), as redesignated by
paragraph (1), by striking subparagraph (C).

(b) EFFECTIVE DATE.—The amendments
made by this section shall apply to property
placed in service after the date of the enact-
ment of this Act.

SEC. 4. MASS ASSET ACCOUNTING.

(a) IN GENERAL.—Section 168 of the Inter-
nal Revenue Code of 1986 is amended by add-
ing at the end the following new subsection:

(1) MASS ASSET ACCOUNTING.—

‘(1) ELECTION.—

‘“(A) IN GENERAL.—In lieu of the deduction
otherwise allowed under this section with re-
spect to an item of qualified property, the
taxpayer may elect to add the adjusted basis
of such property to the mass asset account of
the taxpayer to which such qualified prop-
erty is assigned and to determine the deduc-
tion under this section using the applicable
depreciation method with respect to such
mass asset account.

‘(B) ELECTION TO APPLY TO ALL ASSETS OF
THE TAXPAYER WITH SAME RECOVERY PERIOD.—
An election made under subparagraph (A)
shall be made in such manner as the Sec-
retary may by regulations prescribe and
shall apply to all qualified property of the
taxpayer which has the same applicable re-
covery period for such taxable year and all
subsequent taxable years.

‘(C) ELECTION IRREVOCABLE.—Any election
made under this paragraph shall be irrev-
ocable except with the consent of the Sec-
retary. The Secretary shall prescribe rules
for the proper accounting of assets in a mass
asset account in the case of any such revoca-
tion.

‘“(2) SPECIAL RULES.—

““(A) MODIFICATION OF DEPRECIATION METH-
oD.—In applying the applicable depreciation
method to any mass asset account, sub-
section (b) shall be applied without regard to
paragraph (1)(B) thereof.

“(B) ADJUSTMENT TO REFLECT HALF-YEAR
CONVENTION.—In applying the deduction al-
lowable under subsection (a) to any mass
asset account, the amount of the deduction
under subsection (a) shall be—

‘(1) 100 percent of the deduction otherwise
allowed under this section in the case of
qualified property placed in service before
the beginning of the taxable year, and

‘“(ii) 50 percent of the deduction otherwise
allowed under this section with respect to
qualified property placed in service during
the taxable year.

¢(C) SALE OF QUALIFIED PROPERTY.—

‘(i) IN GENERAL.—In the case of the sale of
any property the adjusted basis of which has
been added to a mass asset account, the bal-
ance of the mass asset account to which such
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property was assigned shall be reduced (but
not below zero) by the amount of the pro-
ceeds from such sale.

‘‘(ii) RECOGNITION OF GAIN.—If the proceeds
from the sale of any property the adjusted
basis of which has been added to a mass asset
account exceed the balance of such mass
asset account, then the excess shall be treat-
ed as ordinary income.

*“(3) QUALIFIED PROPERTY.—

‘“(A) IN GENERAL.—For purposes of this sub-
section, the term ‘qualified property’ means
any tangible property—

‘(i) to which an applicable depreciation
method under paragraph (1) or (2) of sub-
section (b) applies, and

‘“(ii) the cost of which is not more than
$10,000.

“(B) INFLATION ADJUSTMENT.—

‘(i) IN GENERAL.—In the case of any tax-
able year beginning after 2006, the $10,000
amount under subparagraph (A)(ii) shall be
increased by an amount equal to—

‘(D such dollar amount, multiplied by

““(IT) the cost-of-living adjustment deter-
mined under section 1(f)(3) for the calendar
year in which the taxable year begins, deter-
mined by substituting ‘calendar year 2005’
for ‘calendar year 1992’ in subparagraph (B)
thereof.

‘‘(ii) RouNnDING.—If any amount as adjusted
under the clause (i) is not a multiple of
$1,000, such amount shall be rounded to the
next lowest multiple of $1,000.

‘“(4) MASS ASSET ACCOUNT.—The term ‘mass
asset account’ means an account of the tax-
payer which reflects the adjusted basis of all
qualified property to which the same appli-
cable depreciation method and applicable re-
covery period applies.”.

(b) EFFECTIVE DATE.—The amendments
made by this section shall apply to property
placed in service after the date of the enact-
ment of this Act.

SEC. 5. PERMANENT EXTENSION OF EXPENSING
FOR SMALL BUSINESSES.

(a) DOLLAR LIMITATION.—Paragraph (1) of
section 179(b) of the Internal Revenue Code
of 1986 is amended by striking $25,000
($100,000 in the case of taxable years begin-
ning after 2002 and before 2008)”’ and insert-
ing “$100,000"".

(b) REDUCTION IN LIMITATION.—Paragraph
(2) of section 179(b) of such Code is amended
by striking ‘‘$200,000 ($400,000 in the case of
taxable years beginning after 2002 and before
2008)’’ and inserting ‘‘$400,000"’.

(c) INFLATION ADJUSTMENTS.—Subpara-
graph (A) of section 179(b)(5) of such Code is
amended by striking ‘‘and before 2008’.

(d) ELECTION.—Paragraph (2) of section
179(c) of such Code is amended by striking
“‘and before 2008°".

(e) COMPUTER SOFTWARE.—Clause (ii) of
section 179(d)(1)(A) is amended by striking
“‘and before 2008°".

Mr. KERRY. Mr. President, today
Senator SMITH and I are introducing
the Tax Depreciation, Modernization,
and Simplification Act of 2005. Last
July, the Senate Finance Sub-
committee on Long-Term Growth and
Debt Reduction, on which Senator
SMITH is chairman and I am ranking
member, held a hearing on updating
our depreciation system. During the
hearing, we heard that the current de-
preciation system is out of date and
that changes should be made.

Our tax system allows, as a current
expense, a depreciation deduction that
represents a reasonable allowance for
the exhaustion, wear and tear of prop-
erty used, or of property held for the
production of income. Since 1981, the
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depreciation deduction for most tan-
gible property has been under rules
specified in section 168 of the Internal
Revenue Code. The Modified Acceler-
ated Cost Recovery System, or
MACRS, specified under section 168 ap-
plies to most new investment in tan-
gible property. MACRS depreciation al-
lowances are computed by determining
a recovery period called a class life and
an applicable recovery method for each
asset.

The current depreciation system has
not kept pace with technological ad-
vances. Several industries were not
even contemplated when class lives
were assigned in 1981, and some class
lives even date back to 1962.

In the 1980s it would have been dif-
ficult to imagine what our reliance on
computer and wireless technology
would be today. At that time, for ex-
ample, the wireless industry was in its
infancy, and there was no specifically
assigned life for wireless equipment. As
a result, today’s depreciation system is
like playing ‘‘audit roulette.”” There is
no certainty in how these assets should
be depreciated.

All this matters because it impacts
investment, innovation, competitive-
ness, and ultimately the quality and
quantity of jobs in America. My home
State of Massachusetts is a leader in
the high tech industry. Massachusetts
employs hundreds of thousands of
skilled workers in key technology sec-
tors, including computer hardware, life
sciences, software, medical products,
semiconductor, defense technology and
telecommunications. We have learned
in Massachusetts that a strategic tax
policy can have a positive effect on
economic competitiveness.

For these reasons, we are introducing
the Tax Depreciation, Modernization,
and Simplification Act of 2005. This
legislation makes four important
changes to the current depreciation
system.

First, the legislation creates a proc-
ess that provides the Department of
Treasury with the authority to mod-
ernize class lives. The Secretary of the
Treasury will prescribe regulations to
provide a new class life for certain eli-
gible property. Eligible property does
not include residential rental property,
nonresidential real property, or prop-
erty for which Congress has specifi-
cally legislated the recovery period.

The purpose of this provision is to
provide Treasury with a mechanism to
modify class lives that reasonably re-
flect the anticipated useful life and the
anticipated decline in value over time
of the property to the industry and
take into account when the property
becomes technologically or function-
ally obsolete to perform its original
purpose. Treasury will also have the
authority to modify class lives in order
to more accurately reflect economic
depreciation. For example, a personal
computer has a depreciable life of 5
years, but it has an economic life of
only 2 to 3 years. Even though a com-
puter can be used for 5 years, it be-
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comes economically obsolete after a
couple of years because of the newer,
faster, and more advanced computers
on the market.

Our depreciation system has not been
adequately updated since Congress re-
voked Treasury’s rule making author-
ity in 1988. When the MACRS system
was enacted in 1986, Congress directed
Treasury to establish an office to mon-
itor and analyze the actual experience
with class lives and to modify class
lives if the new class life reasonably re-
flected the anticipated useful life and
the anticipated decline in value over
time of the property to the industry.
The authority was then revoked be-
cause Congress did not agree with all of
the decisions made by Treasury.

The authority provided in this legis-
lation addresses this previous problem
by requiring Treasury to consult with
Congress 60 days prior to publishing
any proposed regulations. In addition,
the Congressional Review Act would
apply to any regulation proposed by
Treasury and each class life prescribed
by Treasury would be considered a sep-
arate rule.

Providing Treasury with the author-
ity to modify class lives would allow
the process to move more efficiently
than allowing Congress to make piece-
meal changes to the current deprecia-
tion system. Congress would provide
guidelines, and Treasury would have
the role of administering the guide-
lines. Under the legislation, Treasury
would monitor and analyze the actual
experience of depreciable assets and re-
port their findings to Congress. We ex-
pect Treasury to establish guidelines
that will take into consideration the
fact that some assets lose a significant
percentage of their original value in
the early part of their lives. This legis-
lation specifically provides consulta-
tion with Congress in order for Con-
gress to continue to have a role in this
important tax policy issue.

We do not expect Treasury within the
first year or two to review all classes of
assets. Rather, we expect Treasury to
begin with new assets that do not fit
into the system, assets that have un-
derdone technological advances, and
existing assets that do not really fit
into the current system. For example,
the current system creates an irra-
tional result for fiber optic lines. The
class life of a fiber optic line depends
upon whether if it is used for one-way
or two-way communications.

Second, the legislation would elimi-
nate the mid quarter convention. The
placed-in-service conventions deter-
mine the point in time during the year
that the property is considered ‘‘placed
in service” and this determines when
depreciation for an asset begins or
ends. Under current law, there are the
half-year, mid month, and mid quarter
conventions. The mid quarter conven-
tion is a source of complexity because
it requires an analysis of the depre-
ciable basis of property placed in serv-
ice during the last 3 months of any tax-
able year. The Joint Committee on
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Taxation recommended the elimi-
nation of the mid-quarter convention
in its 2001 recommendations on simpli-
fying the Federal tax system. The cal-
culation of the mid-quarter convention
is burdensome, and it requires tax-
payers to wait until after the end of
the taxable year to determine whether
the proper placed-in-service convention
was used to calculate depreciation for
assets during the taxable year.

Third, the legislation would allow
taxpayers to elect to use mass asset ac-
counting for assets with a cost of less
than $10,000. Generally, taxpayers cal-
culate depreciation on an item-by-item
basis. The bill would allow taxpayers
to elect to use mass asset accounting
for all assets with the same recovery
period. This provision will help sim-
plify the recordkeeping associated with
depreciation.

Fourth, the legislation would perma-
nently extend increased expensing for
small businesses. In lieu of deprecia-
tion, a taxpayer with a small amount
of annual investment may elect to de-
duct such costs. The Jobs and Growth
Tax Relief Reconciliation Act of 2003
increased the amount a taxpayer may
deduct from $25,000 to $100,000 and in-
creased the total amount of investment
a business can make in a year and still
qualify for expensing from $200,000 to
$400,000. In addition, the Act allows off-
the-shelf computer software to be eligi-
ble for the provision. These changes
originally were effective for 3 years.
The American Jobs Creation Act of
2004 provided an additional 2 year ex-
tension of this provision through 2007.

The Tax Depreciation, Moderniza-
tion, and Simplification Act of 2005
would make the $100,000 and $400,000
amounts permanent and index them for
inflation. Off-the-shelf computer soft-
ware would be eligible for the provi-
sion. Increased expensing for small
businesses helps lower the cost of cap-
ital for small businesses and eliminates
complicated recordkeeping. In addi-
tion, it should reduce administrative
costs for small businesses.

The provisions in this legislation will
not be the only recommendations made
on how to improve our current depre-
ciation system, but the four compo-
nents of this legislation will result in
updating and simplifying the current
depreciation system. The Tax Depre-
ciation, Modernization, and Simplifica-
tion Act of 2005 will provide certainty
for taxpayers and put an end to ‘‘audit
roulette.”

By Mr. REID (for Mr. LIEBERMAN
(for himself, Mr. COCHRAN, Mr.
CARPER, and Mrs. HUTCHISON)):
S. 2104. A bill to amend the Public
Health Service Act to establish the
American Center for Cures to accel-
erate the development of public and
private research efforts towards tools
and therapies for human diseases with
the goal of early disease detection, pre-
vention, and cure, and for other pur-
poses; to the Committee on Health,
Education, Labor, and Pensions.
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(At the request of Mr. REID, the fol-
lowing statement was ordered to be
printed in the RECORD.)

Mr. LIEBERMAN. Mr. President,
today, Senator COCHRAN, Senator CAR-
PER, Senator HUTCHISON, and I are in-
troducing the American Center for
CURES Act of 2005, which would estab-
lish the American Center for Cures,
within the National Institutes of
Health (NIH). The purpose of the Cen-
ter would be to bring promising and
novel diagnostics, therapies, drugs, and
tools to treat disease faster to the pub-
lic.

We continue to face significant
health challenges. In the US today,
chronic diseases account for 7 out of 10
deaths, with the major killers being
heart attack, cancer and stroke. Sev-
enty percent of the $1.7 trillion dollars
we spend on healthcare each year goes
to chronic disease care. Around the
world, HIV, tuberculosis, and malaria
kill 4, 3, and 2 million people a year. On
the horizon are emerging manmade and
natural threats such as SARS, flu and
bioterrorism. There are other diseases
that we need better treatments and
cures for, but that we do not devote
enough attention to. Diseases of social
stigma, such as depression, which is
the most frequent reason people visit
their physician, and seizure disorder,
which is the primary neurological dis-
order in children, are often neglected.
We have bacteria growing and spread-
ing in our hospitals that do not respond
to our antibiotic supply. These are the
health challenges facing us in the 21st
century.

Fortunately, the United States has
no equal in the biomedical sciences.
This is due in large part to our nation’s
premier biomedical research invest-
ment the—NIH, which receives $28 bil-
lion per year after a doubling of their
budget of $14 billion from 1998 to 2003.
The NIH is comprised of 27 major insti-
tutes and centers, leading the way for
the world in cancer, cardiovascular, in-
fectious disease and allergy advance-
ments for health promotion and relief
from the burdens of disease. US bio-
medical advances are also due to our
dynamic biotechnology and pharma-
ceutical sectors.

In our search for answers to our
pressing health problems, the NIH has
grown in the number of Institutes and
Centers and in funding. At the same
time, Congress and others have wanted
to ensure that we are building on NIH’s
strengths to respond to complex health
problems requiring interdisciplinary
and collaborative work. Therefore,
Congress commissioned the 2003 Na-
tional Academy of Sciences report,
“Enhancing the Vitality of the Na-
tional Institutes of Health: Organiza-
tional Change to Meet New Chal-
lenges’, that examined whether and
how we could optimize the NIH’s orga-
nizational structure to meet our next
set of health challenges.

The report stated that ‘‘no organiza-
tion as important as NIH should re-
main frozen in organization space’. At
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the same time, the report cautioned
that any changes in organizational
structure to achieve greater progress
in chronic and emerging diseases were
not without some difficulty and risk.
The NAS report made a number of rec-
ommendations and our CURES legisla-
tion addresses the six major points.
First, CURES seeks to strengthen
the clinical research process by
streamlining the clinical trials process
by creating Centralized Internal Re-
view Boards (CIRB). CIRB’s would
focus on simplifying the human sub-
jects review processes for multi-insti-
tutional clinical trials. CURES also
significantly augments current NIH in-
vestments to train the clinical re-
search workforce of the future, and
provides additional funding for multi-
disciplinary teams of researchers ex-
amining issues of quality and design of
clinical trials. We need to continue to
bring safe and effective diagnostics and
therapeutics, but more efficiently.
Secondly, our proposal enhances and
increases trans-NIH strategic planning
and funding. Currently, the NIH’s 27
Centers and Institutes each have their
own directors and budgets and thus, op-
erate independently. The resulting
structural and organizational stove-
pipes are limited in their ability to
capitalize on the NIH’s collective re-
search capacity to address complex
problems using the expertise of mul-
tiple fields. For example, the problem
of diabetic retinopathy could be tack-
led by researchers in the Institutes of
the Eye, Diabetes, Digestive and Kid-
ney disease, Biomedical Imaging and
Bioengineering, and Allergy Immu-
nology and Infectious disease. How-
ever, there are few mechanisms for
such trans-Institute initiatives that
could lead to a cure or treatment. To
address this problem, CURES has cre-
ated multiple funding mechanisms for
trans-Institute research and cross-fer-
tilization of ideas. Strategic planning
and prioritizing disease research is also
integral to achieving progress more
quickly. Therefore, the American Cen-
ter for CURES Act would establish a
CURES council, comprised of Kkey
health stakeholders to produce a
translational research agenda for the
Center Dbased on research break-
throughs and areas of health need.
Thirdly, the American Center for
CURES Act of 2005 strengthens the Of-
fice of the NIH Director. Our legisla-
tion emphasizes the need for greater
budgetary support and flexibility in
the area of translational research. This
follows much of the NIH Director’s cur-
rent efforts with the NIH Roadmap.
Our legislation further supports the
spirit of the NIH Roadmap with organi-
zational and funding commitments
that bring translational research in-
vestment to a necessary and appro-
priate scale, which has not been the
case to date. The NIH Director, with
the CURES Advisory Council, would
play a key role in these efforts by rec-
ommending appointees for the Director
of the American Center for CURES to
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the President. The NIH Director will
also be a co-chair of the Center’s Coun-
cil and have a leading role in setting
the research and funding priorities for
translational research projects at the
NIH. The NIH Director will also head
other initiatives outlined in the legis-
lation, such as launching a publicly ac-
cessible electronic database for all pub-
lished NIH funded research.

Fourth, our legislation creates a Di-
rector’s Special Projects Program,
called the Health Advanced Research
Projects Agency (HARPA). The NAS
committee recommended the creation
of a program to support high-risk,
high-potential payoff research. The De-
partment of Defense has had signifi-
cant success with its Defense Advanced
Research Program Agency (DARPA),
where a group of expert portfolio man-
agers invest in and oversee innovative,
multidisciplinary, collaborative
projects to advance specific fields or to
develop needed technologies. DARPA
has lead to the creation of stealth tech-
nology, satellite surveillance, lasers,
internet, and e-mail. Based on this
model, HARPA would be housed within
the Center and would help lead break-
through advances using a translational
‘“‘challenge model” in biomedical re-
search. Breakthroughs could include a
vaccine or other treatment against
HIV or genetic probes pivotal to the
elucidation of disease producing genes.
HARPA would also be the key funding
mechanism for trans-Institute research
to prioritize and foster collaborative
and trans-Institute research initia-
tives.

Fifth, the NAS report recommended
that the NIH intramural research pro-
gram be more unique, innovative, and
risk-taking. In response, CURES cre-
ates an Office of Intramural Risk Map-
ping, within the Office of Technology
Transfer, which will oversee NIH’s in-
tramural research programs to help as-
sure they are complementary to extra-
mural and private sector research. The
Office will also ensure that intramural
research is also innovative and risk-
taking to produce more novel and
promising biomedical breakthroughs.
The office will also make funds avail-
able to trans-Institute and center ini-
tiatives that focus on health risk anal-
ysis and corresponding scientific risk
opportunity.

Sixth, our legislation addresses the
NAS report recommendation to stand-
ardize data and information manage-
ment systems. The report was clear
that the NIH must increase its capac-
ity for data gathering and reporting to
meet its obligations ‘. . . for effective
management, accountability, and
transparency.” Cures seek to improve
the sharing of information by pro-
viding funding to the National Library
of Medicine to create and maintain a
publicly accessible database of all pub-
lications resulting from NIH-funded re-
search and by establishing a national
electronic registry and results data-
base to increase enrollment in public
and private clinical trials and to share
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efficacy and safety outcomes ema-
nating from NIH-funded clinical re-
search endeavors. Cures focuses on the
need to expand the NLM facilities ac-
cording to the demands of new sci-
entific discoveries and fields, especially
within the areas of genomics and
proteinomics.

In addition to the NAS report rec-
ommendations, other changes in the
biomedical research landscape demand
more targeted investments in prom-
ising and novel treatments. Our cur-
rent response to research on important
health problems is arguably dichoto-
mous. We invest public money into the
NIH or we hope the private market will
produce essential drugs and tools. How-
ever, there needs to be greater collabo-
ration between the private and public
sectors. Private sector investment in
biomedical research has grown to ap-
proximately $46 billion per year—far
more than our public sector invest-
ment in NIH. For new and effective
therapies to become available, we need
to build better public and private part-
nerships. Cures includes key provisions
to accomplish this. Cures promotes the
innovative efforts of small to medium
sized biotechnology and bioengineering
firms who require additional support in
key traditionally under-funded stages
of product development—the so called
R&D ‘“Valley of Death.” It expands the
NIH’s current small business support
and rapid access to interventional de-
velopment programs to move basic
science through the product develop-
ment pipeline faster. These programs
would facilitate NIH partnerships with
private industry in the preclinical
stage of the R&D process so as to for-
mulate a plan for health research
translation and commercialization
from the outset. Additionally, our leg-
islation would move the NIH’s Office of
Technology Transfer into the Amer-
ican Center for Cures, where it would
survey research being conducted in the
private and public sectors to avoid du-
plication, target promising research in-
vestments, and broker more flexible
and productive agreements for licens-
ing and patents between the public and
private sectors. The HARPA entity
within the center is also designed to
promote public-private joint R&D ef-
forts.

Today, we are proposing the estab-
lishment of the American Center for
Cures, whose mission would be to pro-
mote more rapid translation of public
and private research into therapies,
diagnostics and tools, which can effec-
tively treat and possibly cure diseases
of critical importance to domestic and
global health. With more targeted in-
vestment in translating our basic
science research into diagnostics and
therapeutics, we hope to bring more
tangible health benefits to Americans
and people all over the world.

I ask unanimous consent that explan-
atory materials on the legislation in-
cluding, ‘“Short Summary of the Amer-
ican Center for CURES Act of 2005,”
“Explanation of How the American
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Center for CURES Act of 2005 Address-
es the Findings of the 2003 National
Academy of Sciences Report: ‘Enhanc-
ing the Vitality of the National Insti-
tutes of Health: Organizational Change
to Meet New Challenges’,” ‘‘Section by
Section Summary of the American
Center for CURES Act of 2005,” the full
text of the legislation, and ‘‘Quotes in
Support of the American Center for
CURES Act of 2005 be printed in the
RECORD.

There being no objection, the mate-
rial was ordered to be printed in the
RECORD, as follows:

A SHORT SUMMARY OF THE AMERICAN CENTER
FOR CURES ACT OF 2005

A Dbill to facilitate more rapid development
of novel diagnostics, therapies, and cures

From 1998-2003, Congress doubled funding
to the world’s leader in biomedical research,
the National Institutes of Health (NIH), to
$28 billion per year. In order to meet 21st
century health challenges and optimize the
use of this public investment, Senators
Lieberman and Cochran have introduced leg-
islation to increase the capacity of the NIH
to produce effective treatments, diagnostics
and cures for our nation’s most burdensome
diseases using a novel approach to publicly
funded research.

Cures will do the following:

Create an American Center for Cures (ACC)
in the NIH to orchestrate focused research
and development of solutions to pressing ail-
ments. The ACC, led by a Center Director,
will identify and promote translational re-
search, which involves developing basic
science research for application purposes, in
the public and private sectors. The ACC will
fund innovative and collaborative research,
breakdown bottlenecks in clinical research,
and facilitate information exchange.

Establish an advisory council comprised of
key health experts and stakeholders to ad-
vise the ACC on national medical needs and
novel developments in all sectors. To use
public funds effectively, a centralized mecha-
nism to track research on health threats is
necessary. A Council will inform the ACC on
biomedical mneeds, technical feasibility
issues, and current research breakthroughs.

Create a Health Advanced Projects Agency
for research promotion. A research projects
agency will promote strategic risk-taking
and follow a ‘‘challenge model” to support
innovative multidisciplinary research be-
tween NIH Institutes, other federal agencies,
grantees and business partners, for projects
with the potential for significant health im-
pact. Funding for projects will be flexible
and outcomes based.

Promote the innovative efforts of small to
medium sized biotechnology and bio-
engineering firms. The ACC will support
firms requiring assistance in key tradition-
ally underfunded stages of research and de-
velopment, the R&D ‘Valley of Death”.
Funding will be available to assist compa-
nies with promising and novel therapeutics
and diagnostics in both preclinical and clin-
ical stages.

Strengthen the clinical research process.
Clinical trials are essential to ensuring the
safety and efficacy of new products. The ACC
will streamline clinical trial protocols to
supply the public with new treatments in a
timelier, more efficient, and more economi-
cal way. It will augment NIH training funds
to create a clinical research workforce of the
future. It will establish a clinical trial reg-
istry and results database to promote infor-
mation sharing and to avoid duplicative ef-
forts.

Facilitate complete and efficient transfer
of intellectual property from development at
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the molecular level to clinical trials and into
production. Active participation of the com-
mercial sector in development is critical. An
Office of Technology Transfer in the ACC
will catalog and disseminate the NIH
translational research portfolio and oversee
NIH intellectual property licensing.

EXPLANATION OF HOW THE AMERICAN CENTER

FOR CURES AcCT OF 2005 ADDRESSES THE

FINDINGS OF THE 2003 NATIONAL ACADEMY

OF SCIENCES REPORT: ‘‘ENHANCING THE VI-

TALITY OF THE NATIONAL INSTITUTES OF

HEALTH: ORGANIZATIONAL CHANGE TO MEET

NEW CHALLENGES”

BACKGROUND

The health challenges facing the U.S. and
the world today are a mix of infectious dis-
eases, such as HIV, tuberculosis and malaria,
long-standing chronic such as diabetes and
cancer, and new emerging threats, such as
SARS and avian influenza. In the context of
these growing concerns, Congress commis-
sioned the National Academy of Sciences
(NAS) in 2001 to report on ‘‘whether the cur-
rent structure and organization of NIH are
optimally configured for the scientific needs
of the 21st century.” Indeed, NIH is Amer-
ica’s premier public research investment and
between 1998 and 2003, the NIH budget of $14
billion dollars doubled to $28 billion. By com-
missioning the NAS report, Congress asked
how it might optimize its burgeoning re-
search investment. Congress solidified its
support for the NIH but simultaneously
posed questions of NIH can best address do-
mestic and global health needs:

Are the 27 NIH Institutes and Centers able
to coordinate their research goals and prior-
ities to reflect the multidisciplinary nature
of today’s health problems?

How is the NIH producing and sharing bio-
medical knowledge from multiple disciplines
to spur the development of clinical tools,
drugs, and other therapies to battle long-
standing and emerging diseases?

Can the NIH respond effectively to acute
health threats, such as to burgeoning HIV in-
fection rates and the threat of a bioterrorism
attack?

Is the NIH cultivating the next generation
of researchers to build upon the great works
of NIH past?

The end result was the 2003 NAS and Insti-
tute of Medicine (IOM) report, ‘‘Enhancing
the Vitality of the National Institutes of
Health: Organizational Change to Meet New
Challenges’’. The report reinforced NIH suc-
cesses over the last 50 years as the national
and global leader in biomedical research.
NIH accomplished this by developing a cut-
ting edge internal research infrastructure
and a democratic extramural grant program
that almost single-handedly supports Uni-
versity-based research in the biological
sciences. However, the report also cautioned
that ‘‘no organization as important as NIH
should remain frozen in organizational
space’” and any changes in organizational
structure to achieve greater progress in
chronic and emerging diseases, however es-
sential, would face difficulty and risk.

NAS REPORT FINDINGS

The NAS report made a total of 14 rec-
ommendations. In the final analysis, the
NAS report recommended maintaining the
general structure of NIH to ensure NIH’s
strengths would be protected: conducting es-
sential basic science, and disease, behav-
ioral, organ, and system based research in its
intramural program and funding peer-re-
viewed grants to University researches in its
extramural program. However, the report
also recognized the need for organizational
changes which could help institutes work
across their respective stovepipes, foster a
culture of risk-taking and innovation, and
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give the NIH director, other leadership, and
the public the power to prioritize NIH re-
search to solve the Nation’s most burden-
some health problems. Collectively, these
changes would enhance the capacity of the
NIH to not only pursue fundamental knowl-
edge about the nature and behavior of living
systems, but to apply that knowledge to ex-
tend healthy life and reduce the burdens of
illness and disability. This is NIH’s mission.
CURES ADDRESSES THE SIX KEY
RECOMMENDATIONS OF THE NAS REPORT

1. Strengthen Clinical Research: The NAS
report recommended that the NIH ‘‘pursue a
new organizational strategy to better inte-
grate leadership, funding, and management
of its clinical research enterprise’. Senators
Lieberman, Cochran, Carper, and Hutchison
are introducing a proposal that creates the
American Center for Cures (ACC), headed by
a Cures Director. One of the new Director’s
key charges will be to promote and simplify
the clinical research endeavor. The Director
will establish a national electronic registry
and results database for clinical trials in
order to increase enrollment of research sub-
jects and improve sharing efficacy and safety
outcomes emanating from the clinical re-
search endeavor. The Director will fund mul-
tidisciplinary clinical research teams in the
academic and private sector, create Central-
ized Internal Review Boards (CIRB) to sim-
plify the human subjects review processes for
multi-institutional clinical trials, and aug-
ment NIH investments in training the clin-
ical research workforce of the future.

2. Enhance and Increase Trans-NIH Stra-
tegic Planning and Funding: The 27 NIH Cen-
ters and Institutes with their own directors
and budgets generally operate independ-
ently. The resulting structural and organiza-
tional stovepipes are limited in their ability
to capitalize on the NIH’s collective research
capacity to address complex problems from
different fields. For example, the problem of
diabetic retinopathy could be tackled by re-
searchers in the Institutes of the Eye, Diabe-
tes, Digestive and Kidney disease, Bio-
medical Imaging and Bioengineering, and Al-
lergy Immunology and Infectious disease. To
address this problem, Cures funds innovative
multidisciplinary collaborative research
across NIH institutes and centers. NIH Insti-
tute and Center Directors on the Cures Coun-
cil will be entrusted to coordinate the intra-
mural research agenda with that of the ACC.

3. Strengthen the Office of the NIH Direc-
tor: The NAS report emphasizes the need for
the NIH Director to have more budgetary
support and flexibility. Dr. Zerhouni’s office
has taken these steps with the NIH Road-
map. The Cures legislation further supports
the spirit of the NIH Roadmap with organi-
zational and funding commitments that
bring the translational research investment
to necessary and appropriate scale. The NIH
Director and the Cures Advisory Council will
recommend appointees for the Cures Direc-
tor to the President. The NIH Director will
be a co-chair of the ACC Council that will set
the research and funding priorities for
translational research projects at the NIH.
The NIH Director will head efforts to estab-
lish a publicly accessible electronic database
for all published NIH funded research, among
other initiatives.

4. Create a Director’s Special Projects Pro-
gram: The NAS committee recommended the
creation of a program to support high-risk,
high-potential payoff research. The Depart-
ment of Defense has had significant success
with its Defense Advanced Research Pro-
gram Agency (DARPA), where a group of ex-
pert portfolio managers invest in and oversee
innovative, multidisciplinary, collaborative
projects to advance specific fields or to de-
velop needed technologies. DARPA has lead
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to the creation of the stealth technology,
satellite surveillance, lasers, internet, and
email. A Health Advanced Research Program
Agency (HARPA) will be established within
the ACC to help lead breakthrough advances,
using a translational ‘‘challenge’ model in
biomedical research, such as a vaccine
against HIV or genetic probes pivotal to the
elucidation of disease producing genes.

5. Promote Innovation and Risk-Taking in
Intramural Research: The NAS report rec-
ommended that the NIH intramural research
portfolio be distinct from that of the extra-
mural program and private sector. Cures cre-
ates an Office of Intramural Risk Mapping
which will oversee the intramural research
programs of the NIH to be certain they are
complementary to extramural and private
programs. The office will make funds avail-
able to groups of institutes and centers to
promote engagement in multi-institute
projects that focus on health risk analysis
and corresponding scientific risk oppor-
tunity.

6. Standardize Data and Information Man-
agement Systems: The NAS committee rec-
ommended that the NIH must increase its
capacity for data gathering and reporting to
meet its obligations ¢“. . . for effective man-
agement, accountability, and transparency’’.
Cures seeks to improve the sharing of infor-
mation by providing funding to the National
Library of Medicine to create and maintain a
publicly accessible database of all publica-
tions resulting from NIH-funded research
and by establishing a national electronic
registry and results database to increase en-
rollment in public and private clinical trials
and to share efficacy and safety outcomes
emanating from the clinical research en-
deavor. Cures focuses on the need to grow
the NLM facilities according to the demands
of new scientific discoveries and fields, espe-
cially within the areas of genomics and
proteinomics.

CURES BUILD ON THE NIH ROADMAP

In response to the NAS report, NIH Direc-
tor Dr. Elias Zerhouni launched the NIH
Roadmap in FY 2004 with $128 million in
funding from existing NIH budget alloca-
tions. Funding increases every year until FY
2009 and tops out at $5607 million. The NIH
Roadmap consists of:

New Pathways to Discovery to obtain a
deeper understanding of biological systems
based on new models.

Research Teams of the Future to facilitate
collaboration across institutes by awarding
grants to support institutional partnerships
and cutting-edge research.

Re-engineering the Clinical Research En-
terprise reforms the clinical trial process to
allow for broader participation from commu-
nity-level patients and providers.

While the NIH roadmap addresses some of
the concerns of the NAS report, it does not
address key provisions including increasing
the power of the NIH Director, establishing
an advanced research projects agency, and
establishing a new leadership that can facili-
tate the research essential to moving prod-
ucts faster from bench to bedside. Unlike
CURES, the roadmap relies on traditional
academic-government relationships. CURES
builds on the Roadmap to cultivate new rela-
tionships between NIH researchers and inno-
vative industrial partners. Unlike the road-
map, which asks the NIH to focus on new pri-
orities with old tools and funds, Cures pro-
vides much higher levels of funding for a
Center uniquely devoted to translating re-
search to produce new therapies and even
cures to the most important diseases.
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SECTION BY SECTION SUMMARY OF THE
AMERICAN CENTER FOR CURES ACT OF 2005

A Dbill to facilitate more rapid development
of novel diagnostics, therapies and cures
critical to national and global health

Background
When it comes to investments and ad-

vancements in biomedical research, the
United States has no equal. Its National In-
stitutes of Health (NIH) is the world’s larg-
est public source of biomedical research
funding with an annual budget of over $28
billion. The NIH is comprised of 27 major in-
stitutes and centers, leading the way in can-
cer, cardiovascular, infectious disease and
allergy advancements for health promotion
and relief from the burdens of disease.

The private sector is also investing sub-
stantial resources in increasing both lon-
gevity and quality of life. These companies
now invest more than the federal govern-
ment in biomedical research and develop-
ment (R&D). Potent pharmaceuticals and
cutting edge medical devices provide health
care professionals with a therapeutic arsenal
that has increased lifespan seven years since
1960 and dropped neonatal mortality four
fold. Partnerships between NIH and private
industry are not often recognized for their
key roles in bringing new treatments to the
public, but are of great importance as they
have led to life-changing therapies from to
Taxol to Claritin to HIV anti-retrovirals.

But how can biomedical R&D proceed even
faster? How can partnerships between NIH’s
Institutes and Centers, disease-based NGO’s,
biotech companies and small and large phar-
maceuticals occur even more frequently? To-
wards which diseases should our resources be
prioritized in the first place? How can NIH
and the private sector be more responsive to
emerging public health threats such as bio-
terrorism, an avian flu pandemic, antibiotic
resistance, and a waning vaccine supply?
Center for Cures

In response to these pressing questions and
the capacity of the NIH to address our health
needs, Senators Lieberman, Cochran, Carper
and Hutchison are proposing a $5 billion dol-
lar annual investment to create the Amer-
ican Center for Cures (ACC). The mission of
this new NIH Center will be to promote more
rapid translation of public and private re-
search into therapies, diagnostics and tools,
which can effectively treat and possibly cure
diseases of critical importance to domestic
and global health. The ACC will enhance
NIH’s ability to not only pursue fundamental
knowledge about the nature and behavior of
living systems, but to apply that knowledge
to extend healthy life and reduce the burdens
of illness and disability. This is NIH’s mis-
sion.

Specifically, the American Center for Cures

will:

(1) Direct new resources towards the
world’s most burdensome diseases and to-
wards biomedical, bioengineering, and bio-
technological research with the greatest
therapeutic impact and promise.

(2) Create an ACC national advisory board
consisting of key health experts and stake-
holders, who will help identify the critical
diseases and health threats requiring greater
public and private investment.

(3) Create a special Health Advanced Re-
search Projects Agency (HARPA) to support
innovative multidisciplinary collaborate re-
search between NIH Institutes, between NIH
and other federal agencies and between NIH
grantees and business partners, for projects
with the potential for significant health im-
pact.

(4) Create health-centered Federally Fund-
ed Research and Development Centers
(FFRDC) which will bring together inter-
disciplinary teams of experts including sci-
entists, clinicians, epidemiologists, and
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pharmacists for a time limited period to
focus on developing therapeutic break-
throughs for important disease entities.

(5) Invest further in the development of an
expert workforce which will augment the na-
tion’s translational research capacity. Such
an effort will include training new clinical
researchers and bioinformatics professionals.

(6) Promote risk-taking and collaboration
between NIH Institutes and Centers.

(7) Streamline the clinical research process
essential to determining if new treatments
are effective and safe.

(8) Promote the innovative efforts of small
to medium sized biotechnology and bio-
engineering firms who require additional
support in key traditionally under-funded
stages of product development—the so called
R&D ‘‘Valley of Death”.

(9) Facilitate NIH partnerships with pri-
vate industry in the preclinical stage of the
R&D process so as to formulate a plan for
health research translation and commer-
cialization from the outset.

(10) Standardize NIH information manage-
ment systems and reporting requirements of
publicly funded research to improve informa-
tion sharing between the applied science,
translational research and business commu-
nities.

A section by section summary of the legisla-
tion is included below.

Section 1: Short title.

Section 2: Table of contents.

Section 3: Findings.

Section 4: Amends Title IV of the Public
Health Services Act to establish a new Cen-
ter at the National Institutes of Health
(NIH) called the American Center for Cures
(ACC).

PART J—AMERICAN CENTER FOR CURES

Section 499A: Definitions.

Section 499B(a): States the mission of the
proposed American Center for Cures (ACC),
which is to increase the capacity of the NIH
to promote translational research between
its Institutes and Centers, between the NIH
and other Federal agencies and between NIH
grantees and business partners so as to speed
the development of effective diagnostics,
therapies and cures essential to human
health and well being.

The ACC shall formulate and implement a
strategy for the nation’s translational re-
search investment based on Q) a
prioritization of biomedical research based
on disease burden and research promise, and
(2) funding for innovative, multi-discipli-
nary, and collaborative research.

The ACC will be guided in part by a series
of ‘““Grand Challenges’ or strategic chal-
lenges that direct the health research com-
munity towards multi-staged projects with
the potential to transform the healthcare
landscape. Examples include: the creation of
laboratory diagnostics that enable the coun-
try to detect quickly and accurately to acute
health threats, such as an avian flu pan-
demic or a bioterrorism attack; a commit-
ment by researchers and manufacturers from
public and private sectors to develop vac-
cines for the world’s most deadly infectious
diseases including HIV, tuberculosis, and
malaria. Other examples are provided in this
section.

Section 499B(b): Establishes a Director of
Cures (to be called in this document the ‘‘Di-
rector’”) who will administer the ACC. The
President of the United States will appoint
the Director. The NIH Director in consulta-
tion with the Cures Advisory Council (Sec-
tion 499B(c)) will recommend candidates for
the Director to the President. The NIH Di-
rector will work with the Director to pro-
mote the nation’s translational research ef-
forts.

The Director will have at his disposal an
annual acceleration fund of $5 billion dollars
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to provide support for research and develop-
ment of breakthrough biomedical discoveries
and to carry out the purposes of the ACC. No
less than one half of the acceleration fund
will be allocated to a Health Advanced Re-
search Projects Agency described in Subpart
II.

Section 499B(c): Establishes a Cures Coun-
cil to advise and direct the translational re-
search efforts of the ACC. The Council will
be co-chaired by the Director of Cures and
the Director of NIH. Membership will include
NIH Institute and Center Directors; leaders
from at least 9 federal agencies including the
Director of the Agency for Healthcare Re-
search and Quality (AHRQ), the Director of
the Defense Advanced Research Projects
Agency (DARPA), and the President of the
Institute of Medicine (IOM); no fewer than
three leaders from the small business com-
munity; three leaders from large pharma-
ceutical or biotechnology companies; and
three leaders from academia. All Council
members will be appointed by the President.

The Council shall establish subcommittees
including one of NIH Institute and Center
Directors to coordinate research priorities
in, and ensure sharing of research agendas
among, the Institutes and Centers. The sub-
committee shall also coordinate the ACC re-
search agenda with that of the NIH Insti-
tutes and Centers.

The Council will make recommendations
that help the Director set research priorities
for the ACC. The Council shall consider risk
and burden of disease as well as lines of re-
search uniquely poised to deliver effective
diagnostics and therapies.

The Council shall be aided by the Office of
Intramural Risk Opportunity and Mapping of
the Office of Technology Transfer estab-
lished in subpart V.

The Council shall conduct an annual as-
sessment of ACC priorities and progress and
make this available to the public in written
and electronic forms.

Section 499B(d): The Director of Cures
shall prepare and submit, directly to the
President for review and transmittal to Con-
gress, an annual budget estimate for the
Center.

The Director will receive directly all funds
appropriated by Congress for obligation and
expenditure by the Center.

SUBPART 1—FEDERALLY FUNDED RESEARCH AND
DEVELOPMENT CENTERS

Section 499C: Federally Funded Research
and Development Centers (FFRDC’s) will
serve as sites for multidisciplinary and
cross-scientific research within particular
areas of health. The Director may establish
one or more FFRDC’s to carry out activities
related to the mission of the ACC. These
Centers will establish, as appropriate, tech-
nology test beds and incubators, utilize coop-
erative agreements with the private sector,
and conduct large-scale multi-disciplinary
translational research projects in health or
disease areas which are essential to medical
advancement, but lack adequate private sec-
tor funding.

The FFRDC’s shall consult widely with
representatives from private industry, insti-
tutions of higher education, nonprofit insti-
tutions, other federal governmental agen-
cies, and other federally funded research and
development centers.

The Director shall ensure that competitive
mechanisms are used to select and to pro-
mote the ongoing quality and performance of
the FFRDC’s.

Contracts between the ACC and FFRDC’s
shall be for no longer than 7 years, after
which time refunding shall be contingent
upon approval by the Director and the Cures
Council.

Each FFRDC shall biannually submit a re-
port on the activities carried out by the Cen-
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ters under this section to the Director and
the appropriate committees of Congress.

For any fiscal year, the Director may use
not more than 25 percent of the funds avail-
able in the Director’s Acceleration Fund for
FFRDC’s.

SUBPART 2—HEALTH ADVANCED RESEARCH
PROJECTS AGENCY

Section 499d. Technological and scientific
innovations often require strategic risk tak-
ing and significant funding streams that are
rapid and are outcomes based. Funds must
also encourage expert multidisciplinary col-
laboration. This section establishes at the
ACC a Health Advanced Research Projects
Agency (HARPA) for these purposes.

HARPA will be headed by a Director of the
Research Projects Agency who will be ap-
pointed by the Director of Cures.

HARPA shall be composed of not more
than 100 expert portfolio managers in key
health areas, as determined by the Director
of HARPA in conjunction with the Director
and Cures Council.

HARPA shall undertake the grand chal-
lenges formulated by the Center and encour-
age innovative, multidisciplinary, and col-
laborative research between NIH Institutes
and Centers, between the NIH and other Fed-
eral agencies, and between NIH grantees and
business partners.

Management and organizing principles in-
clude an agency which is small, flexible, en-
trepreneurial, and non-hierarchical; which
empowers portfolio managers to foster re-
search opportunities free from bureaucratic
impediments; which seeks to employ the
strongest scientific and technical talent in
the Nation; which rotates a significant por-
tion of the staff every 3-5 years, which
leverages comparable matching investment
from other NIH institutes and centers, fed-
eral agencies, and from the private and non
profit sectors; which creates a translational
research model that supports fundamental
research breakthroughs, early and late stage
applied development, prototyping, knowl-
edge diffusion, and technology deployment;
which establishes metrics to evaluate re-
search success; which ensures that revolu-
tionary research dominates HARPA’s agenda
and portfolio. Other management and orga-
nizing principles are provided.

HARPA activities will include supporting
basic and applied research to promote revo-
lutionary technology changes which address
health needs. It will advance the develop-
ment, testing, evaluation, prototyping and
deployment of critical health products. Mul-
tiple other activities are provided.

HARPA will have flexible hiring practices
as described in the Strom Thurmond Na-
tional Defense Authorization Act, 1999.

HARPA will have the authority to flexibly
fund projects, including the prompt award-
ing, releasing, enhancing and withdrawal of
monies.

HARPA will be funded through the Direc-
tor’s acceleration fund at a minimum of $2.5
billion dollars annually.

SUBPART 3—CLINICAL TRIALS

Clinical trials are an essential part of the
research and development process. This is
where the effectiveness and safety of prod-
ucts are scientifically and systematically in-
vestigated. However, clinical trials are com-
plex, expensive, and time-consuming, mak-
ing it difficult for individuals to perform all
the functions necessary to successfully orga-
nize and implement clinical trials. This sub-
part improves how clinical trials are con-
ducted and how their results are dissemi-
nated. It also promotes the development of a
future clinical research workforce.

Section 499E. Increasing Research Study
Participation: The Director of NIH shall cre-
ate a national electronic clinical trial reg-
istry with the National Library of Medicine
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(NLM) as specified in Subpart 6, Section 499H
(b). The ACC shall publicize the registry with
special attention given to minority groups,
who are frequently underrepresented in clin-
ical trials.

Section 499E-1. Grants for Quality Clinical
Trial and Execution: The Director shall pro-
vide grants for clinical trial design and exe-
cution to academic centers or to private
firms with highly promising therapeutic en-
tities to fund multidisciplinary clinical re-
search teams, whose members may include
project managers, clinicians, epidemiolo-
gists, and nursing staff.

Section 499E-2. Streamlining the Regu-
latory Process Governing Clinical Research:
This section streamlines the regulatory
process governing clinical research, which
has become increasingly unwieldy due to
necessary but complex patient privacy and
safety rules. The ACC shall establish a series
of Centralized Institutional Review Boards
(CIRB) to ensure human subject safety and
well-being for multi-institutional clinical
trials. CIRB’s shall be established in accord-
ance with professional best practices and
Good Clinical Practice (GCP) guidelines.

A CIRB shall be housed at the Institute or
Center with expertise on the subject of the
clinical trial or outside of the NIH in a pub-
lic or private institution with comparable
expertise and organizational capacity.

CIRB’s will be available at the request of
public or private institutions and funded
through user fees or Center funds.

The CIRB shall act on behalf, in whole or
in part, of the bodies ordinarily responsible
for the safety of research subjects in a local-
ity, on a contractual basis.

The CIRB will review and package research
applications for facilitated electronic review
by local IRB’s participating in multi-center
clinical trials. Local IRB review can be per-
formed by a subcommittee that is empow-
ered to make decisions in a timely manner.
Local IRB’s can either accept or reject the
CIRB review.

Local IRB’s which are part of the CIRB
network shall be responsible for taking into
consideration local characteristics such as
educational level of research subjects to as-
sure sound selection of research subjects and
to minimize risks to vulnerable populations.

Each CIRB shall regularly communicate
important information electronically to the
local institutional review boards.

Section 499E-3. Training Clinical Research-
ers of the Future: The ACC will augment
NIH’s investment into programs developing
the nation’s clinical research workforce.
These programs include: the NIH’s Mentored
Patient-oriented Research Career Develop-
ment Award, NIH grants to help institutions
develop curricula for clinical researchers,
and NIH grants to fund participants in clin-
ical science programs, which shall include
but not be limited to clinical science certifi-
cates or clinical science Masters’ Degrees.

Section 499E-4. Clinical Research Study
and Clinical Trial: The Director shall com-
mission the Institute of Medicine (IOM) to
study the regulations protecting patient
safety and anonymity so that in a contem-
porary clinical research context, a more re-
alistic balance can be achieved between clin-
ical research promotion and regulatory re-
quirements governing research subject safe-
ty and privacy. The IOM will issue a written
report within eighteen months of the passage
of the Cures act which shall consider changes
to the current Health Insurance Portability
and Accountability Act (HIPAA) to further
promote the clinical research endeavor.

Section 499E-5. Authorization of Appro-
priations from the Directors Acceleration
Fund. $100 million dollars for Sections 499E-
1(1), $560 million dollars for Section 499E-2,
$200 million dollars for Section 499E-3, $2.5
million dollars for Section 499E—4.
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SUBPART 4—VALLEY OF DEATH

Small businesses are major drivers of inno-
vation. Facile, motivated, numerous, and
creative, these small businesses can extend
the limits of R&D in a way large companies
with secure product lines are unable to do.
However, small businesses often encounter
difficulty securing capital in the so called,
“Valley of Death”—the period between a re-
search idea with possible application to the
time the safety and efficacy of a product is
demonstrated in human clinical trials. Com-
mon end-pathways within the Valley of
Death include development of pharma-
cological assays, scale-up of production from
lab-scale to clinical-trials scale, develop-
ment of suitable formulations, evaluation of
chemical stability, evaluation of materials
testing for durability or reactivity, under-
taking initial toxicology studies, and plan-
ning and implementation of clinical trials.

Section 499F. Small Business Partnerships:
The Small Business Innovation Research
(SBIR) and Small Business Technology
Transfer (STTR) programs are effective
major investments in promoting the R&D
portfolios of small businesses. SBIR and
STTR receive 2.5% and 0.3% of the budgets,
respectively, of federal agencies with R&D
budgets greater than $100 million dollars.
SBIR/STTR grants and contracts consist of
three phases. Phase I plans for product devel-
opment and procurement. Phase II addresses
implementation of the plan. Phase III in-
volves commercialization yet by law is ineli-
gible for SBIR/STTR funding. Management
and orientation of SBIR/STTR programs at
the NIH can be improved.

This section moves the NIH’s SBIR and
STTR programs from the Extramural Re-
search Office to the new Office of Biosci-
entific Enterprise Development (OBED) in
the ACC Office of Technology Transfer
(OTT).

The NIH currently awards its SBIR and
STTR grants and contracts through a peer
review process. Now, not less than 35% of
SBIR and STTR grants and contracts shall
be rewarded on a competitive basis by an
OBED program manager with significant
managerial, technical, and translational re-
search experience to expertly assess the
quality of a SBIR or STTR proposal.

Program managers will place special em-
phasis on partnering grantees with potential
purchasers or investors of technology from
the start of the research and development
process with potential purchasers or inves-
tors including federal agencies such as the
NIH.

ACC shall reduce the time between Phase I
and Phase II funding to 6 months or less.
Currently, grantees can wait up to 5 years to
learn whether or not they are a recipient of
a phase II grant.

An SBIR/STTR project manager may peti-
tion the OTT for Phase III funding from the
Director’s acceleration fund for projects re-
quiring a supplementary funds to finalize
product commercialization. The maximum
funding for Phase III funding of a project
shall be $2,000,000 for a maximum of 2 years.

All recipients of SBIR/STTR funding are
required to report to the OTT whether there
was eventual commercial success of the
product. OTT shall keep a publicly accessible
electronic record of all SBIR/STTR invest-
ments in research and development. The
record shall include at minimum the fol-
lowing information: the grantee, a descrip-
tion of the funded research, the amount of
money awarded in each phase of SBIR/STTR
research, and if applicable, the nature of the
products developed.

For each fiscal year, the two grants pro-
gram managers who have had the greatest
success in helping to commercialize products
may be awarded a bonus up to $10,000.
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Section 499F-1. Rapid Access to Interven-
tion Development: The National Cancer In-
stitute of the NIH has a successful
translational research program called RAID
(Rapid Access to Interventional Develop-
ment). RAID lends essential expertise and re-
sources including access to laboratories and
facilities to researchers outside of the NIH.
OTT shall expand upon this program and es-
tablish other RAID programs, designed to ac-
celerate the process of bringing promising
and novel discoveries from the laboratory to
the pre-clinical trial stage.

RAID awardees have traditionally been se-
lected to receive access to laboratories, fa-
cilities and other NIH supports for the pre-
clinical development of drugs, biologics,
diagnostics and devices, using the peer re-
view process. Now, not less than 35% of RAID
awards shall be awarded on a competitive
basis by a program manager with significant
managerial, technical, and translational re-
search experience to adequately assess the
quality of a project proposal.

Eligible awardees include university re-
searchers, non-profit research organizations,
and firms of less than 100 employees in col-
laboration with one or more university or
non-profit organizations.

The Office may discontinue support at any
point when the entity fails to meet commer-
cialization success criteria established by
the Office.

Examples of RAID support are given. These
include advice regarding the investigational
new drug or investigational new device filing
with the Food and Drug Administration.

The Office shall not support products past
proof-of-principle clinical trials.

Section 499F-2. Toxicity Studies: Toxicity
studies are essential to the development of
any drug therapy, but are difficult to stage.
The Center for Cures shall support ongoing
research into the most efficient methods of
screening for human toxicity, including
using cell-based and animal model tech-
nologies.

OTT may offer support for toxicity studies
to private companies licensing NIH intellec-
tual property.

Section 499F-3. Additional funding sources
and models: The Director of the Center for
Cures may provide acceleration funds for
flexible contracts for translational research
development to entities that license intellec-
tual property from NIH where such contracts
support innovation and commercialization.

Section 499F-4. Authorization of Appro-
priations from the Directors Acceleration
Fund. $400 million dollars for Sections 499F
for $100 million dollars for 499F-1.

SUBPART 5—OFFICE OF TECHNOLOGY TRANSFER

The Office of Technology Transfer (OTT)
should be one of the NIH’s most active enti-
ties. It is within the process of technology
transfer where basic science research in-
forms applications to health and where ideas
are brought from bench to bedside and back
to the bench. The OTT should be a library of
innovation administered by experts who
have experience in linking the translational
research community with industry. This sub-
part improves upon the current research
translation authorities of NIH’s OTT.

Section 499G. Restructuring: The NIH Of-
fice of Technology Transfer in the NIH Di-
rector’s Office shall be transferred to a new
OTT Office in the American Center for Cures.

Section 499G-1. Marketing Function: The
OTT office shall create a program for trans-
fer management & support that cultivates
industry interest in NIH funded research,
reaches out to potential industry partners,
coordinates patents from different NIH Insti-
tutes and Centers, and manages Cooperative
Research and Development Agreements
(CRADA’s), biological licensing agreements,
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material transfer agreements, and intellec-
tual property licensing.

To promote government-industry partner-
ships, the OTT shall create an electronic
database within the National Library of
Medicine that tabulates translational re-
search efforts occurring at the NIH. The OTT
shall hold an annual translational research
conference the bring together public and pri-
vate stakeholders.

The OTT shall develop a program for trans-
fer management & support which will be fa-
miliar with the NIH’s intramural and extra-
mural research portfolio as well as with the
interests of small and large biotech and
pharmaceutical industries. For those Insti-
tutes or Centers with their own OTT offices,
the new OTT program for transfer manage-
ment & support will work closely with those
offices to coordinate industry outreach ef-
forts.

As appropriate, OTT shall register
CRADA’s within a publicly accessible elec-
tronic database maintained by NLM.

Section 499G-2. Office of Intramural Risk
Opportunity and Mapping: An Office of Intra-
mural Risk Mapping within OTT shall over-
see the intramural research programs of the
NIH to be certain they are complementary,
non-duplicative, and distinct from extra-
mural and private programs.

The Office shall identify and map health
risks and scientific opportunities and update
the data on these topics as necessary to en-
sure they are current. This information is to
be provided to the Cures Council on a bian-
nual basis to help them prioritize the na-
tion’s translational research investment.

The Office shall make funds available to
groups of NIH Institutes and Centers to pro-
mote multidisciplinary projects that focus
on health risk analysis and corresponding
scientific risk opportunity. Preference will
20 to projects that demonstrate a high de-
gree of collaboration and which address dis-
eases with the great burden or research
promise, and that are most likely to result
in the development of a diagnostic or thera-
peutic prototype.

$150 million dollars is authorized to be ap-
propriated from the Director’s Acceleration
Fund to fund the Office.

Section 499G-3. Patenting and Licensing
Incentives: The OTT shall make every effort
to increase licensing to stimulate the avail-
ability of products for clinical use. The OTT
shall recommend to the Director incentives
that create private sector, financial, com-
mercial, and academic interest in the NIH’s
IP portfolio. These incentives may include
extensions of NIH health patents, restora-
tion of NIH health patents, and partnering
options to pursue exclusive and nonexclusive
licensing to one or multiple partners in the
government, industrial, and/or academic sec-
tors.

The Director shall encourage OTT to de-
velop flexible models for contracts that ful-
fill the needs of industry and the public.

Section 499G-4. Translational Researcher
Development: The Director shall oversee de-
velopment of a curriculum for internships in
translational research encompassing rota-
tions through multiple NIH Institutes and
Centers, the clinical trial design process, the
NLM, and other related disciplines with an
emphasis on practical experience.

Tuition grants for extramural
translational research programs shall be ad-
ministered under the supervision of the Di-
rector.

The ACC shall train interdisciplinary sci-
entists in the science of risk analysis & map-
ping through a program of internships and
fellowships.

Section 499G-6. Translational Research
Training Program: The NIH Director shall
ensure that each NIH Institute or Center es-
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tablishes a translational research training
program.
SUBPART 6—DEVELOPING INFORMATION
SYSTEMS

The NIH’s National Center for Bio-
technology Information (NCBI) at the NLM
provides essential information resources to
scientists worldwide and is the underpinning
of much of NIH conducted biomedical re-
search. The NCBI’s databases and computa-
tional and linkage tools nurture information
sharing and are critical to identifying inter-
connections, developing insights, and accel-
erating biomedical breakthroughs.

Section 499H. Advancing National Health
Information Infrastructure.

The NLM shall develop new computational
methods to assist in the processing of
genomic data. There is authorized to be ap-
propriated $2.5 million dollars to support the
computational infrastructure and $5.5 mil-
lion dollars to hire expert biologists and
computer scientists trained in
bioinformatics.

Secretary of Health and Human Services
acting through the Director of NIH will work
with the NLM to construct a clinical trial
registry and clinical results database track-
ing all phase III clinical trials taking place
in the United States. This registry and data-
base will expand upon the NLM’s current in-
formation system and database.

The registry of clinical trials shall include
at least the following: clinical trial title, de-
scription of the product under study, the hy-
pothesis to be tested, brief description of the
intervention, the study design, methodology,
duration and location, participation criteria,
contact information and sponsoring organi-
zation.

The databank of clinical trial results shall
consist of at least the following: trial start
date and completion date, summary of the
results of the trial, summary data tables
with respect to the primary and secondary
outcome measures, information on the sta-
tistical significance of the results, links to
publications in peer reviewed journals relat-
ing to the trial, a description of the process
used to review the results of the trial, and
safety data concerning the trial.

Public or private entities shall register a
phase III clinical trial not later than 3
months after submitting the Food and Drug
Administration (FDA) approves the clinical
trial protocol and report phase III clinical
trial results not later than 3 months after
completing the trial. Information provided
to the NLM must be accurate and updated.

Penalties for not registering clinical trials
or reporting clinical trial results can be loss
of future public funding or in cases where an
entity does not receive public funding, a fine
of up to $2,000,000 dollars.

The Secretary may waive clinical trial
submission requirements upon a written re-
quest from the responsible person if the Sec-
retary determines that providing the waiver
is in the public’s interest or consistent with
protection of the public’s health.

Section 499H-1. Publication Requirement
for Research: The Director of the NIH shall
require that for any research funded by the
NIH, Centers for Disease Control and Preven-
tion (CDC), and the Agency for Healthcare
Research and Quality (AHRQ), there will be
a standardized report of this research for
public viewing. Department of Health and
Human Services (DHHS) grantees shall pro-
vide the NLM an electronic copy of the final
version of all peer-reviewed manuscripts ac-
cepted for publication for display on their
digital library archive, PubMed Central,
within 6 months from the date of its publica-
tion.

Failure to submit required information to
the NLM within 6 months from the date of
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publication may result in loss of public fund-
ing for investigators.

Section 499H-2. Informatics Training and
Workforce Development. 21st Century tech-
nologies for analyzing DNA, RNA, proteins,
and other biologically important molecules
are generating a ‘‘tsunami of data’® which
are far beyond the understanding of unaided
human cognition, but hold the key to im-
proved understanding of human health and
disease. Training of individuals in ‘‘clinical
bioinformatics’’—translational research that
applies computerized analytic methods of
molecules, cells, tissues, and body systems
to the prevention, diagnosis and treatment
of human disease—will be pivotal to fos-
tering this emerging and important data-in-
tensive field.

The NIH shall develop a multi-faceted ap-
proach to increasing the number of persons
trained in clinical bioinformatics. This shall
include but not be limited to augmenting
secondary school science programs, under-
graduate degree programs in Bioinformatics,
NIH bioinformatics graduate training pro-
grams, and Centers of Excellence in Clinical
Bioinformatics.

Authorization of Appropriations from the
Cures Acceleration Fund is $50 million dol-
lars for this section.

Section 499H-3. NLM Expansion of Facili-
ties. In 2002, Congress authorized an expan-
sion of the NLM. These facilities may be es-
sential to the NLM’s capacity to fill its nu-
merous informatics functions. The Director
will commission the IOM to report to Con-
gress on the impact of not funding the ex-
pansion of facilities.

SUBPART 7—RESEARCH TOOLS

Innovation requires proper tools for dis-
covery. These include animal models that
can be surrogates for human systems and
markers that illuminate otherwise invisible
cells, DNA, proteins and viruses. Arguably,
the development of research tools is subject
to the same market forces as more common
end products—drugs, medical devices, and
vaccines.

Section 499I. NIH Research Tool Inventory:
The Director of NIH shall direct the head of
each NIH Institute and Center to perform an
annual review of its research tool inventory
for the specific purpose of enabling each In-
stitute and Center to understand processes
for research tool distribution, frequency of
use, IP status, and utility. Each NIH Insti-
tute and Center shall also describe in its re-
view the type and quantity of research tools
it desires to obtain in order to better fulfill
its R&D goals.

The ACC shall enter this inventory into an
electronic research tool database and use
this database to oversee the prioritization
and funding of new projects to fulfill press-
ing needs and to encourage promising tech-
nologies.

Section 499I-1. Exceptions to Tool Guide-
lines: The Director of NIH may advise the
OTT to provide exceptions to prohibition
against patenting and licensing research
tools under some appropriate circumstances
when exclusive or non-exclusive licensing
provides the swiftest, and most efficacious
final development of an important health
care technology.

S. 2104

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘American
Center for Cures Act of 2005”.
SEC. 2. TABLE OF CONTENTS.

The table of contents for this Act is as fol-
lows:
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Sec. 1. Short title.
Sec. 2. Table of contents.
Sec. 3. Findings.
Sec. 4. American Center for Cures.
“PART J—AMERICAN CENTER FOR CURES
“Sec. 499A. Definitions.
“Sec. 499B. Establishment of American
Center for Cures.
‘““SUBPART 1—FEDERALLY FUNDED RESEARCH
AND DEVELOPMENT CENTERS
‘“Sec. 499C. Federally Funded Research
and Development Centers.
‘SUBPART 2—HEALTH ADVANCED RESEARCH
PROJECTS
““Sec. 499D. Health Advanced Research
Projects Agency.
‘““SUBPART 3—CLINICAL TRIALS

‘“‘Sec. 499E. Increasing research study
participation.
“Sec. 499E-1. Grants for quality clinical
trial design and execution.
‘“‘Sec. 499E-2. Streamlining the regu-
latory process governing clin-
ical research.
‘“‘Sec. 499E-3. Training clinical research-
ers of the future.
‘“Sec. 499E-4. Clinical research study and
clinical trial.
‘“‘Sec. 499E-5. Authorization of appro-
priations.
‘‘SUBPART 4—VALLEY OF DEATH
““Sec. 499F. Small business partnerships.
“Sec. 499F-1. Rapid access to interven-
tion development.
““Sec. 499F-2. Toxicity studies.
““‘Sec. 499F-3. Additional funding sources
and models.
““Sec. 499F-4. Authorization of appro-
priations.
‘‘SUBPART 5—OFFICE OF TECHNOLOGY
TRANSFER
“Sec. 499G. Restructuring.
‘““Sec. 499G-1. Marketing function.
“Sec. 499G-2. Office of Intramural Risk
Opportunity and Mapping.
‘‘Sec. 499G-3. Patenting and licensing in-
centives.
““‘Sec. 499G—4. Translational researcher
development.
““Sec. 499G-5. Translational research

training program.
‘‘SUBPART 6—DEVELOPING INFORMATION
SYSTEMS
499H. Advancing national health
information infrastructure.
499H-1. Public access requirement
for research.
499H-2. Informatics training and
workforce development.
499H-3. National Library of Medi-
cine expansion of facilities.
‘‘SUBPART 7—RESEARCH TOOLS
‘‘Sec. 499I. NIH research tool inventory.
‘‘Sec. 499I-1. Exceptions to tool guide-
lines.
SEC. 3. FINDINGS.

Congress finds the following:

(1) The National Institutes of Health (re-
ferred to in this section as the “NIH”) is the
United States premier biomedical research
investment with annual appropriations ex-
ceeding $28,000,000,000.

(2) The mission of the NIH is science in
pursuit of fundamental knowledge about the
nature and behavior of living systems and
the application of that knowledge to extend
healthy life and reduce the burdens of illness
and disability.

(3) The pace of knowledge application to
promote health and reduce disease can be in-
fluenced through strategic funding and reor-
ganization of some aspects of the traditional
research endeavor. This process is known as
translational research investment.

(4) The United States translational re-
search investment will be key to the Nation
responding effectively—

“Sec.

“Sec.

“Sec.

“Sec.
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(A) to acute man-made or natural health
threats;

(B) to the complexity and multi-discipli-
nary nature of chronic diseases, which are
responsible for 7 out of every 10 deaths in the
United States and for more than 70 percent
of the $1,700,000,000,000 spent in the United
States on health care each year; and

(C) to research and development vacuums
in the private for-profit market, such as in
the fields of vaccine and antibiotic produc-
tion, drugs for Third World diseases, and
medical tools for pediatric populations.

(5) Key components of the translational re-
search process include research
prioritization, an expert workforce, multi-
disciplinary collaborative work, facilitated
information exchange, strategic risk taking,
support of small innovative businesses
caught along common pathways in the re-
search and development Valley of Death,
simplification and promotion of the clinical
research endeavor, and involvement of pri-
vate entities early on in the translational re-
search endeavor that are skilled in the man-
ufacturing and marketing process.

SEC. 4. AMERICAN CENTER FOR CURES.

(a) AMERICAN CENTER FOR CURES.—Title IV
of the Public Health Service Act (42 U.S.C.
281 et seq.) is amended by adding at the end
the following:

“PART J—AMERICAN CENTER FOR CURES
“SEC. 499A. DEFINITIONS.

““In this part:

‘(1) CENTER.—The term ‘Center’ means the
American Center for Cures established under
section 499B.

‘“(2) CouNcCIL.—The term ‘Council’ means
the Cures Council established under section
499B.

‘“(3) DIRECTOR.—The term ‘Director’ means
the Director of the American Center for
Cures.

‘“(4) INCUBATOR.—The term ‘incubator’
means an economic development organiza-
tion designed to accelerate the growth and
success of entrepreneurial individuals, con-
cepts, and companies.

‘“(5) RESEARCH TOOL.—The term ‘research
tool’ means a resource that scientists use in
their laboratories that has no immediate
therapeutic or diagnostic value, including
cell lines, monoclonal antibodies, reagents,
laboratory equipment and machines, data-
bases, and computer software.

‘“(6) TEST BED.—The term ‘test bed’ means
the pilot environment to prototype innova-
tion.

“(7) TRANSLATIONAL RESEARCH.—The term
‘translational research’ means investigation
in which knowledge obtained from funda-
mental research such as with genes, cells, or
animals, is transformed through early and
late stage development prototyping and test-
ing into diagnostic or therapeutic interven-
tions that can be applied to the treatment or
prevention of disease or frailty.

“SEC. 499B. ESTABLISHMENT OF AMERICAN CEN-
TER FOR CURES.

‘““(a) IN GENERAL.—There is established
within the National Institutes of Health an
American Center for Cures—

‘(1) whose mission shall be to increase the
capacity of the National Institutes of Health
to promote translational research, including
between the institutes and centers of the Na-
tional Institutes of Health, between the Na-
tional Institutes of Health and other Federal
agencies, and between grantees and business
partners of the National Institutes of Health,
so as to speed the development of effective
therapies, diagnostics, and cures essential to
human health and well being;

‘“(2) that shall formulate and implement a
strategy for the Nation’s translational re-
search investment, which strategy shall in-
clude—
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““(A) a prioritization of biomedical re-
search on diseases based on disease burden
and research promise; and

‘“(B) funding for innovative, multidisci-
plinary, and collaborative research across
the institutes and centers of the National In-
stitutes of Health, across Federal agencies,
and between public and private partners of
the National Institutes of Health;

‘“(3) that shall be guided, in part, by a se-
ries of ‘Grand Challenges’ formulated
through collaboration between the Director
of Cures and the Council, that shall be stra-
tegic challenges that direct the public and
private health research community towards
collaborative multi-staged projects that
have the potential to transform the
healthcare environment, such as—

‘“(A) the creation of laboratory diagnostics
that enable the Nation to detect quickly and
accurately acute health threats such as an
avian flu pandemic or a bioterrorism attack;

‘“(B) a focus on therapeutic delivery sys-
tems targeting individual viruses or hard to
reach cells in the body, such as the brain,
using advances in nanotechnology;

‘“(C) accelerated research into the poten-
tial of stem cells to replace the form and
function of tissues lost to patients suffering
from diseases such as spinal cord injury, Par-
kinson’s disease, and insulin-dependent dia-
betes;

‘(D) creation of a biomedical informatics
infrastructure that can organize the human
genome and the proteins for which the ge-
nome codes in ways that scientists can bet-
ter understand the genetic contribution to
phenotypic disease;

‘“(E) the elaboration of adjuvant tech-
nology that can bolster the effectiveness of
vaccines;

‘“(F) development of antigen sparing vac-
cines such as those based on triggering the
innate immune response;

‘“(G) development of rapid vaccine manu-
facturing capacity from mnew production
methods such as viral cell culture or bio-
engineering technology;

‘“‘(H) creation of a fast track clinical trial
infrastructure that incorporates a national
doctor and patient registry, centralized in-
vestigational review boards, electronic med-
ical records, and other health information
technologies;

“(I) a focus on addressing less profitable
conditions for which research and develop-
ment efforts are insufficient, such as—

‘(i) orphan, small population, and third
world diseases;

‘‘(ii) antibiotic resistance;

‘“(iii) a threat of a flu epidemic or pan-
demic;

‘“(iv) diseases associated with social stigma
such as depression and seizure disorders; or

‘(v) other comparable problems;

“(J) a commitment by researchers and
manufacturers from all sectors to develop
vaccines for the world’s most deadly infec-
tious diseases, including HIV, tuberculosis,
and malaria; and

“(K) other appropriate challenges; and

‘‘(4) that shall have other appropriate pur-
poses.

“(b) DIRECTOR OF THE CENTER AND THE DI-
RECTOR OF NIH.—

‘(1) IN GENERAL.—The Center shall be ad-
ministered by a Director of Cures who shall
be appointed by the President with the ad-
vice and consent of the Senate. The Director
of the NIH, in consultation with the Council,
shall recommend candidates for the Director
of Cures to the President.

“(2) ACTIVITIES.—

‘“(A) DIRECTOR OF NIH.—The Director of
NIH shall—

‘(i) work with the Director of Cures to pro-
mote translational research efforts; and

‘‘(ii) serve as a co-chair of the Council.
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‘(B) DIRECTOR OF CURES.—

‘(i) ACCELERATION FUND.—

‘() IN GENERAL.—The Director of Cures
shall have at the Director’s disposal an an-
nual acceleration fund to provide support for
research and development of breakthrough
biomedical discoveries and to carry out the
purpose of the Center. Amounts in the fund
may be available through grants, contracts,
and cooperative agreements to public sector
entities, private sector entities, and non-gov-
ernmental organizations. The Director of
Cures shall allocate not less than %2 of the
acceleration funds to the Health Advanced
Research Projects Agency described in sub-
part 2. The remainder of such funds shall be
available to the Federally Funded Research
and Development Centers described in sub-
part 1 and other activities of the Center.

“(II) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated to
fund the acceleration fund under subclause
(I) $5,000,000,000 for fiscal year 2007 and each
succeeding fiscal year.

‘‘(ii) DIRECT OTHER OFFICES.—The Director
of Cures shall direct other offices within the
Center that are established under this part.

‘“(c) COUNCIL.—

‘(1) ESTABLISHMENT.—There is established
within the Center a Cures Council that shall
convene not less frequently than twice a
year to help advise and direct the
translational research efforts of the Center.

*“(2) MEMBERSHIP.—

‘““(A) IN GENERAL.—The Council shall be
composed of the following members:

‘(i) The Director of NIH and the Director
of Cures who shall be Council co-chairs.

‘“(ii) The heads of the institutes and cen-
ters of the National Institutes of Health.

‘‘(iii) Heads from not less than 9 Federal
agencies, including—

‘“(I) the Administrator for the Substance
Abuse and Mental Health Services Adminis-
tration;

‘“(IT) the Under Secretary for Science and
Technology of the Department of Homeland
Security;

“(IIT) the Commanding General for the
United States Army Medical Research and
Materiel Command;

“(IV) the Director of the Centers for Dis-
ease Control and Prevention;

(V) the Commissioner of Food and Drugs;

“(VI) the Director of the Office of Science
of the Department of Energy;

‘“(VII) the President of the Institute of
Medicine;

‘(VIII) the Director of the Agency for
Healthcare Research and Quality; and

“(IX) the Director of the Defense Advanced
Research Projects Agency.

‘‘(B) OTHER MEMBERS.—Membership of the
Council shall also include not fewer than 3
leaders from the small business community,
3 leaders from large pharmaceutical or bio-
technology companies, and 3 leaders from
academia, all of whom shall be appointed by
the President.

“(3) SUBCOMMITTEES.—The Council or the
Council co-chairs may form subcommittees
of the Council as needed.

‘“(4) RECOMMENDATIONS; COORDINATION.—
The Council shall make recommendations
that help the Director of Cures set research
priorities for the Center. In making rec-
ommendations, the Council shall consider
risk and burden of disease as well as lines of
research uniquely poised to deliver effective
diagnostics and therapies. The Council shall
also coordinate research priorities in, and
ensure sharing of research agendas among,
the institutes and centers of the National In-
stitutes of Health.

‘“(5) OFFICE OF INTRAMURAL RISK OPPOR-
TUNITY AND MAPPING.—The Council shall be
aided by the Office of Intramural Risk Op-
portunity and Mapping of the Office of Tech-
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nology Transfer of the Center established in
subpart 5.

“(6) ANNUAL ASSESSMENT.—The Council
shall make an annual assessment of the pri-
orities and progress of the Center and shall
make the assessment available to the public
in written and electronic form.

‘“(d) BUDGET AND FUNDS.—The Director of
Cures shall—

“(1) prepare and submit, directly to the
President for review and transmittal to Con-
gress, an annual budget estimate for the
Center, after reasonable opportunity for
comment (but without change) by the Sec-
retary, the Director of NIH, and the Council;
and

‘“(2) receive from the President and the Of-
fice of Management and Budget directly all
funds appropriated by Congress for obliga-
tion and expenditure by the Center.

“Subpart 1—Federally Funded Research and
Development Centers

“SEC. 499C. FEDERALLY FUNDED RESEARCH AND
DEVELOPMENT CENTERS.

‘‘(a) IN GENERAL.—The Director of Cures is
authorized to establish 1 or more Federally
Funded Research and Development Centers
that shall carry out activities related to the
mission of the Center, as described in section
499B(a)(1).

“(b) DUTIES.—

‘(1) IN GENERAL.—The Federally Funded
Research and Development Centers shall
serve as sites for the performance of multi-
disciplinary and cross-disciplinary research
and shall—

‘‘(A) establish, as appropriate, technology
test beds and incubators;

“(B) utilize cooperative agreements with
the private sector; and

‘“(C) conduct large-scale multidisciplinary
translational research projects in health or
disease areas that are essential to medical
advancement but lack adequate private sec-
tor funding.

‘“(2) CONSULTATION.—In carrying out the
duties described in paragraph (1), the Feder-
ally Funded Research and Development Cen-
ters shall consult widely with representa-
tives from private industry, institutions of
higher education, nonprofit institutions,
other Federal governmental agencies, and
other federally funded research and develop-
ment centers.

‘‘(c) COMPETITION.—The Director of Cures
shall ensure that competitive mechanisms
are used to select and to promote the ongo-
ing quality and performance of the Federally
Funded Research and Development Centers.

‘(d) TERM OF FUNDING.—Federally Funded
Research and Development Centers shall be
funded for not more than 7 years, after which
time the Federally Funded Research and De-
velopment Centers’ re-funding shall be con-
tingent upon approval by the Director of
Cures and the Council.

‘“(e) REPORTS.—Each Federally Funded Re-
search and Development Center receiving
funding under this section shall submit a bi-
annual report to the Director and the appro-
priate committees of Congress on the activi-
ties carried out by the Federally Funded Re-
search and Development Center under this
section.

‘(f) FUNDING FOR SUPPORT.—For any fiscal
year, the Director of Cures may use not more
than 25 percent of the funds available to the
Director under the acceleration fund under
section 499B(b)(2)(B)(i)(II) to establish Feder-
ally Funded Research and Development Cen-
ters under this section.

“Subpart 2—Health Advanced Research
Projects
499D. HEALTH ADVANCED RESEARCH
PROJECTS AGENCY.

‘‘(a) ESTABLISHMENT.—There is established

within the Center a Health Advanced Re-

“SEC.
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search Projects Agency (referred to in this
section as the ‘Research Projects Agency’)
that shall—

‘(1) carry out activities related to the mis-
sion of the Center, as described in section
499B(a)(1); and

‘“(2) be headed by a Director of the Re-
search Projects Agency who is appointed by
the Director of Cures.

““(b) COoMPOSITION.—The Research Projects
Agency shall be composed of not more than
100 portfolio managers in key health areas,
which areas are determined by the Director
of the Research Projects Agency in conjunc-
tion with the Director of Cures and the
Council.

‘‘(c) GUIDANCE.—The Research Projects
Agency shall be guided by and shall under-
take grand challenges formulated by the
Center that encourage innovative, multi-dis-
ciplinary, and collaborative research across
institutes and centers of the National Insti-
tutes of Health, across Federal agencies, and
between public and private partners of the
National Institutes of Health.

‘“(d) MANAGEMENT GUIDANCE.—The Re-
search Projects Agency shall be guided by
the following management and organizing
principles in directing the Research Projects
Agency:

‘(1) Keep the Research Projects Agency
small, flexible, entrepreneurial, and non-
hierarchical, and empower portfolio man-
agers with substantial autonomy to foster
research opportunities with freedom from
bureaucratic impediments in administering
the manager’s portfolios.

‘“(2) Seek to employ the strongest sci-
entific and technical talent in the Nation in
research fields in which the Research
Projects Agency is working.

‘“(3) Rotate a significant portion of the
staff after 3 to 5 years of experience to en-
sure continuous entry of new talent into the
Research Projects Agency.

‘“(4) Use whenever possible research and de-
velopment investments by the Research
Projects Agency to leverage comparable
matching investment and coordinated re-
search from other institutes and centers of
the National Institutes of Health, from other
Federal agencies, and from the private and
non-profit research sectors.

‘() Utilize supporting technical, con-
tracting, and administrative personnel from
other institutes and centers of the National
Institutes of Health in administering and im-
plementing research effort to encourage par-
ticipation, collaboration, and cross-fertiliza-
tion of ideas across the National Institutes
of Health.

‘(6) Utilize a challenge model in Research
Projects Agency research efforts, creating a
translational research model that supports
fundamental research breakthroughs, early
and late stage applied development, proto-
typing, knowledge diffusion, and technology
deployment.

“(T) Establish metrics to evaluate research
success and periodically revisit ongoing re-
search efforts to carefully weigh new re-
search opportunities against ongoing re-
search.

‘(8) Tolerate risk-taking in research pur-
suits.

‘“(9) Ensure that revolutionary and break-
through technology research dominates the
Research Projects Agency’s research agenda
and portfolio.

‘‘(e) ACTIVITIES.—Using the funds and au-
thorities provided to the Director of Cures,
and the authorities provided to the Director
of NIH, the Research Projects Agency shall
carry out the following activities:

‘(1 The Research Projects Agency shall
support basic and applied health research to
promote revolutionary technology changes
that promote health needs.
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‘“(2) The Research Projects Agency shall
advance the development, testing, evalua-
tion, prototyping, and deployment of critical
health products.

‘“(3) The Research Projects Agency, con-
sistent with recommendations of the Coun-
cil, with the priorities of the Director of
Cures, and with the need to discuss chal-
lenges described in section 499B(a)(3), shall
emphasize—

‘“(A) translational research efforts, includ-
ing efforts conducted through collaboration
with the private sector, that pursue—

‘(i) innovative health products that could
significantly and promptly address acute
health threats such as a flu pandemic, spread
of antibiotic resistant hospital acquired in-
fections, or other comparable problems;

‘‘(ii) remedies for diseases afflicting lesser
developed countries;

‘‘(iii) remedies for orphan and small popu-
lation diseases;

‘“(iv) alternative technologies with signifi-
cant health promise that are not well-sup-
ported in the system of health research, such
as adjuvant technology or technologies for
vaccines based on the innate immunological
response; and

‘“(v) fast track development, including de-
velopment through accelerated completion
of animal and human clinical trials, for
emerging remedies for significant public
health problems; and

‘“(B) other appropriate translational re-
search efforts for critical health issues.

‘‘(4) The Research Projects Agency shall
utilize funds to provide support to out-
standing research performers in all sectors
and encourage cross-disciplinary research
collaborations that will allow scientists
from fields such as information and com-
puter sciences, nanotechnology, chemistry,
physics, and engineering to work alongside
top researchers with more traditional bio-
medical backgrounds.

‘‘(5) The Research Projects Agency shall
provide selected research projects with sin-
gle-year or multi-year funding and require
researchers for such projects to provide in-
terim progress reports to the Research
Projects Agency on not less frequently than
a biannual basis.

‘“(6) The Research Projects Agency shall
award competitive, merit-reviewed grants,
cooperative agreements, or contracts to pub-
lic or private entities, including businesses,
federally-funded research and development
centers, and universities.

‘“(7) The Research Projects Agency shall
provide advice to the Director of Cures con-
cerning funding priorities.

‘(8) The Research Projects Agency may so-
licit proposals for competitions to address
specific health vulnerabilities identified by
the Director and award prizes for successful
outcomes.

““(9) The Research Projects Agency shall
periodically hold health research and tech-
nology demonstrations to improve contact
among researchers, technology developers,
vendors, and acquisition personnel.

‘(10) The Research Projects Agency shall
carry out other activities determined appro-
priate by the Director of Cures.

“(f) EMPLOYEES.—

‘(1) HIRING.—The Research Projects Agen-
cy, in hiring employees for positions with
the Research Projects Agency, shall have the
same hiring and management authorities as
described in section 1101 of the Strom Thur-
mond National Defense Authorization Act
for Fiscal Year 1999 (56 U.S.C. 3104 note).

“(2) TERM.—

‘““(A) IN GENERAL.—Except as provided in
subparagraph (B), the term of such appoint-
ments for employees of the Research
Projects Agency may not exceed 5 years.
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‘(B) EXTENSION.—The Director of the Re-
search Projects Agency may, in the case of a
particular employee of the Research Projects
Agency, extend the term to which employ-
ment is limited under subparagraph (A) by
up to 2 years if the Director of the Research
Projects Agency determines that such action
is necessary to promote the efficiency of the
Research Projects Agency.

‘(g) FLEXIBILITY.—The Research Projects
Agency shall have the authority to flexibly
fund projects, including the prompt award-
ing, releasing, enhancing, or withdrawal of
monies in accordance with the assessment of
the Research Projects Agency and project
manager.

‘“(h) FUNDING.—The Research Projects
Agency shall utilize funds received from the
acceleration fund, described in section
499B(b)(2)(B)(i), for the Agency’s research
and development activities. There is author-
ized to be appropriated from such fund
$2,500,000,000 to carry out the activities of
the Research Projects Agency.

“Subpart 3—Clinical Trials
“SEC. 499E. INCREASING RESEARCH STUDY PAR-
TICIPATION.

“The Director of NIH shall establish a na-
tional clinical study registry within the Na-
tional Library of Medicine of the National
Institutes of Health in accordance with sec-
tion 499H. The Center shall publicize the reg-
istry, with attention given to minority
groups that are frequently underrepresented
in clinical trials.

“SEC. 499E-1. GRANTS FOR QUALITY CLINICAL
TRIAL DESIGN AND EXECUTION.

““The Director of Cures—

‘(1) shall award grants for clinical trial de-
sign and execution to academic centers to
fund multi-disciplinary clinical research
teams, which clinical research teams may be
composed of members who include project
managers, clinicians, epidemiologists, social
scientists, and nursing staff; and

‘“(2) may award grants for clinical trial de-
sign and execution to researchers from small
firms with highly promising novel thera-
peutic entities.

“SEC. 499E-2. STREAMLINING THE REGULATORY
PROCESS GOVERNING CLINICAL RE-
SEARCH.

“‘(a) ESTABLISHMENT OF CENTRALIZED INSTI-
TUTIONAL REVIEW BOARDS.—

‘(1) IN GENERAL.—The Director of Cures
shall establish a series of Centralized institu-
tional Review Boards (referred to in this sec-
tion as ‘CIRBs’) to serve as human subject
safety and well being custodians for multi-
institutional clinical trials that are funded
partially or in full by public research dollars.

“(2) EXISTING GUIDELINES AND BEST PRAC-
TICES.—CIRBs shall be established in accord-
ance with professional best practices and
Good Clinical Practice (GCP) guidelines so
that institutions involved in multi-institu-
tional studies may—

‘“(A) use joint review;

‘(B) rely upon the review of another quali-
fied institutional review board; or

‘(C) use similar arrangements aimed to
avoid duplication of effort and to assure a
high quality of expert oversight.

‘“(b) HOouseED.—Each CIRB shall be housed—

‘(1) at the institute or center of the Na-
tional Institutes of Health with expertise on
the subject of the clinical trial; or

‘“(2) at a public or private institution with
comparable organizational capacity, such as
the Department of Veterans Affairs.

“(c) SERVICE.—The use of CIRBs shall be
available, as appropriate, at the request of
public or private institutions and shall be
funded through user fees of the CIRBs or the
Center’s funds.

‘“(d) REVIEW PROCESS.—

“(1) IN GENERAL.—Each CIRB shall review
research protocols and informed consent to
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ensure the protection and safety of research
participants enrolled in multi-institutional
clinical trials.

‘“(2) PROCESS.—The CIRB review process
shall consist of contractual agreements be-
tween the CIRB and the study sites of multi-
institutional clinical trials. The CIRB shall
act on behalf, in whole or in part, of the bod-
ies ordinarily responsible for the safety of re-
search subjects in a locality. In the case in
which a locality does not have such a body,
the locality shall depend solely on the CIRB
to oversee the protection of human subjects
and the CIRB shall assume responsibility for
ensuring adequate assessment of the local re-
search context.

‘‘(e) RESEARCH APPLICATIONS.—

‘(1) IN GENERAL.—Each CIRB shall review
and package research applications for facili-
tated electronic review by local institutional
review boards participating in a multi-insti-
tutional clinical trial.

‘(2) LoCAL REVIEW.—Local institutional re-
view board review may be performed by a
subcommittee of the local institutional re-
view board that is empowered to make deci-
sions in a timely manner.

‘(3) CIRB REVIEW.—A local institutional
review board may accept or reject a CIRB re-
view. In the case in which a local institu-
tional review board accepts a CIRB review,
the CIRB shall assume responsibility for an-
nual, amendment, and adverse event reviews.

“(f) WORK IN CONCERT.—In the case in
which a local institutional review board
works in concert with a CIRB, the local in-
stitutional review board shall be responsible
for taking into consideration local charac-
teristics (including ethnicity, educational
level, and other demographic characteris-
tics) of the population from which research
subjects will be drawn, which influence,
among other things, whether there is sound
selection of research subjects or whether
adequate provision is made to minimize
risks to vulnerable populations.

‘“(g) COMMUNICATION OF IMPORTANT INFOR-
MATION.—Each CIRB shall regularly commu-
nicate important information in electronic
form to the local institutional review boards
or, in cases where a local institutional re-
view board does not exist, to the principal
investigator, including regular safety up-
dates or changes in research protocol to im-
prove safety.

““(h) COORDINATION.—Each CIRB shall fully
coordinate with the institute or center of the
National Institutes of Health that has spe-
cialized knowledge of the research area of
the clinical trial. Other Federal agencies and
private entities undertaking clinical trials
may contract with the Center to use a CIRB.
“SEC. 499E-3. TRAINING CLINICAL RESEARCHERS

OF THE FUTURE.

“The Center shall augment the National
Institutes of Health’s investment into pro-
grams dedicated to developing the clinical
research workforce for tomorrow. The pro-
grams shall include:

‘(1) The National Institutes of Health’s
Mentored Patient-Oriented Research Career
Development Award to support the career
development of investigators who have made
a commitment to focus their research en-
deavors on patient-oriented research.

‘“(2) The National Institutes of Health’s
award to encourage mentorship among par-
ticularly talented early- and mid-career in-
vestigators doing clinical research who want
to train new investigators.

‘“(3) The National Institutes of Health
grants to help institutions develop curricula
for clinical researchers leading to a clinical
science certificate or master’s degree.

‘“(4) The National Institutes of Health
grants to fund participants in clinical
science programs, including clinical science
certificates or clinical science masters’ de-
grees.
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“SEC. 499E-4. CLINICAL RESEARCH STUDY AND
CLINICAL TRIAL.

“The Director of NIH shall—

‘(1) commission the Institute of Medicine
of the National Academies to study the rules
that protect patient safety and anonymity
so that in a contemporary clinical research
context, a better balance can be achieved be-
tween clinical research promotion and regu-
latory requirement governing research sub-
ject safety and privacy; and

‘(2) request that the Institute of Medicine
issue a written report not later than 18
months after the date of enactment of this
part that shall—

‘‘(A) consider changes to the Health Insur-
ance Portability and Accountability Act of
1996 (Public Law 104-191) and the amend-
ments made by such Act that further pro-
mote the clinical research endeavor; and

‘(B) include recommendations for changes
that shall not be limited to legislation but
shall include changes to health care systems
and to researcher practice that facilitate the
clinical research endeavor.

“SEC. 499E-5. AUTHORIZATION OF APPROPRIA-
TIONS.

““There are authorized to be appropriated
from the acceleration fund of the Director of
Cures described in section 499B(b)(2)(B)(1)—

‘(1) $100,000,000 to carry out section 499E-
1(1) for fiscal year 2007 and each succeeding
fiscal year;

““(2) $50,000,000 to carry out section 499E-2
for fiscal year 2007 and each succeeding fiscal
year;

““(3) $200,000,000 to carry out section 499E-3
for fiscal year 2007 and each succeeding fiscal
year; and

““(4) $2,500,000 to carry out section 499E—4.

“Subpart 4—Valley of Death
“SEC. 499F. SMALL BUSINESS PARTNERSHIPS.

‘‘(a) ESTABLISHMENT OF THE OFFICE OF BIO-
SCIENTIFIC ENTERPRISE DEVELOPMENT.—

‘(1) ESTABLISHMENT.—There is established
within the Office of Technology Transfer of
the Center (as established in subpart 5) an
Office of Bioscientific Enterprise Develop-
ment (referred to in the subpart as the
‘OBED’).

*“(2) TRANSFERS.—

““(A) IN GENERAL.—The OBED shall include
the functions (including related personnel
and resources) of the following programs of
the Office of Extramural Research in the Of-
fice of the Director of the National Insti-
tutes of Health:

‘(i) The Small Business Innovation Re-
search program (referred to in this subpart
as the ‘SBIR’).

‘(ii) The Small Business Technology
Transfer program (referred to in this subpart
as the ‘STTR’).

‘‘(B) TIME FOR TRANSFERS.—The Secretary
shall ensure that the programs described in
subparagraph (A) are transferred to the
OBED not later than 6 months after the date
of enactment of this part.

“(b) SBIR AND STTR GRANTS AND CON-
TRACTS.—

‘(1) IN GENERAL.—Not less than 35 percent
of the grants and contracts awarded by the
SBIR and STTR shall be awarded on a com-
petitive basis by an OBED program manager
with sufficient managerial, technical, and
translational research expertise to expertly
assess the quality of a SBIR or STTR pro-
posal. The OBED, through such project man-
ager, shall place special emphasis on SBIR
and STTR grant and contract applications
that identify from the onset products with
commercial potential that influence human
health.

‘(2) POTENTIAL PURCHASERS OR INVES-
TORS.—The OBED shall administer non-peer
reviewed grants and contracts under this
subsection through program managers who
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shall place special emphasis on partnering
grantees and entities awarded contracts
from the very beginning of the research and
development process with potential pur-
chasers or investors of the products, includ-
ing large pharmaceutical or biotechnology
companies, venture capital firms, and Fed-
eral agencies (including the National Insti-
tutes of Health).

““(3) PHASE I AND II.—The OBED shall re-
duce the time period between Phase I and
Phase II funding of grants and contracts
under the SBIR and STTR to—

‘“(A) 6 months; or

‘“(B) less than 6 months if the grantee or
entity awarded a contract demonstrates that
the grantee or entity awarded a contract has
interest from third parties to buy or fund the
product developed with the grant or con-
tract.

““(4) PHASE III.—

‘‘(A) FUNDING.—A program manager under
this subsection may petition the Director of
Cures for Phase III funding of the grant or
contract for a project that requires a boost
to finalize procurement of a product. The
maximum funding for Phase III funding of a
project shall be $2,000,000 for a maximum of
2 years. Such Phase III funding shall come
from the acceleration fund, as described in
section 499B(b)(2)(B)(i), of the Director of
Cures.

‘(B) REPORT SUCCESS.—Each recipient of a
SBIR or STTR grant or contract, as a condi-
tion of receiving such grant or contract,
shall report to the OBED whether there was
eventual commercial success of the product
developed with the assistance of the grant or
contract.

““(5) RECORD.—

‘““(A) IN GENERAL.—The OBED shall keep a
publicly accessible electronic record of all
SBIR or STTR investments in research and
development.

‘(B) CONTENTS.—The record described in
subparagraph (A) shall include, at minimum,
the following information:

‘“(i) The grantee or entity awarded a con-
tract.

‘“(ii) A description of the research being
funded.

‘(iii) The amount of money awarded in
each phase of SBIR or STTR funding.

‘“(iv) If applicable, the purchaser of the
product, current use of the product, and esti-
mated annual revenue resulting from the
procurement.

‘“(6) BoNUs.—For each fiscal year, for the
non-peer reviewed SBIR and STTR grants or
contracts, the 2 program managers who are
most successful in terms of the number of
grantees or entities awarded a contract who
complete Phase III shall each be awarded a
$10,000 bonus.

“SEC. 499F-1. RAPID ACCESS TO INTERVENTION
DEVELOPMENT.

‘‘(a) ESTABLISHMENT OF OFFICE.—The Office
of Technology Transfer of the Center shall
establish an Office of Rapid Access to Inter-
vention Development (referred to in this sub-
part as the ‘RAID’) that—

‘(1) is designed to assist translating prom-
ising, novel, and scientifically meritorious
therapeutic interventions to clinical use by
providing support to help investigators navi-
gate the product development pipeline;

‘“(2) shall aim to remove barriers between
laboratory discoveries and clinical trials of
new molecular therapies, technologies, and
other clinical interventions;

““(3) shall aim to progress, augment, and
complement the innovation and research
conducted in private entities to reduce dupli-
cative and redundant work using public
funds; and

‘“(4) shall coordinate with the offices of the
National Institutes of Health that promote
translational research in the pre-clinical
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phase across the National Institutes of
Health.

*“(b) PROJECTS.—

‘(1) IN GENERAL.—The RAID, in collabora-
tion with the Director of Cures, shall carry
out a program that shall select, in accord-
ance with paragraph (2), projects of eligible
entities that shall receive access to labora-
tories, facilities, and other support resources
of the National Institutes of Health for the
pre-clinical development of drugs, biologics,
diagnostics, and devices.

‘“(2) SELECTION.—Not less than 35 percent
of the projects selected under paragraph (1)
shall be selected on a competitive basis by a
program manager with sufficient manage-
rial, technical, and translational research
expertise to adequately assess the quality of
a project proposal. Projects under paragraph
(1) may also be selected from a peer review
process.

‘“(3) ELIGIBLE ENTITIES.—In this subsection,
the term ‘eligible entity’ means—

‘“(A) a university researcher;

‘(B) a nonprofit research organization; or

“(C) a firm of less than 100 employees in
collaboration with 1 or more universities or
nonprofit organizations.

‘‘(4) DISCONTINUE SUPPORT.—The RAID may
discontinue support of a project if the
project fails to meet commercialization suc-
cess criteria established by the RAID.

‘‘(c) DiscOVERIES FrROM LAB TO CLINIC.—
The program under subsection (b) shall ac-
celerate the process of bringing discoveries
from the laboratory to the clinic through—

‘(1) the development of pharmacological
assays;

‘“(2) the scale-up of production from lab
scale to clinical-trials scale;

*“(3) the development of suitable formula-
tions;

‘‘(4) the evaluation of chemical stability;

*“(5) the evaluation of materials testing for
durability or reactivity;

“(6) undertaking initial toxicology studies;

“(7) planning clinical trials; and

‘“(8) advice regarding the investigational
new drug or investigational new device filing
with the Food and Drug Administration.

¢(d) ONGOING REVIEW.—The RAID shall re-
view, on an ongoing basis, potential products
and may not support products past the proof-
of-principle stage.

“SEC. 499F-2. TOXICITY STUDIES.

‘‘(a) ONGOING RESEARCH.—The Center shall
support ongoing research into the most effi-
cient methods of screening for in vivo tox-
icity, including using cell-based and animal
model technologies.

“(b) OFFER OF STUDIES.—The Director of
Cures shall direct the Office of Technology
Transfer of the Center to offer toxicity stud-
ies as an available feature to precede com-
pletion of licensing agreement contracts be-
cause toxicity studies are expensive and
rate-limiting barriers to the licensing of in-
tellectual property from the National Insti-
tutes of Health.

“SEC. 499F-3. ADDITIONAL FUNDING SOURCES
AND MODELS.

““The Director of Cures may provide accel-
eration funds, described in section
499B(b)(2)(B)(i), for innovative custom con-
tracts for translational research develop-
ment to entities that license intellectual
property from the National Institutes of
Health where such contracts support innova-
tion and new models of cooperation and com-
mercialization.

“SEC. 499F-4. AUTHORIZATION OF APPROPRIA-
TIONS.

“There are authorized to be appropriated
from the acceleration fund of the Director of
Cures described in section 499B(b)(2)(B)(1)—

‘(1) $400,000,000 to carry out section 499F
for fiscal year 2007 and each succeeding fiscal
year; and
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‘“(2) $100,000,000 to carry out section 499F-1
for fiscal year 2007 and each succeeding fiscal
year.

“Subpart 5—Office of Technology Transfer
“SEC. 499G. RESTRUCTURING.

‘‘(a) ESTABLISHMENT.—There is established
within the Center an Office of Technology
Transfer (referred to in this subpart as the
‘OTT).

‘“(b) TRANSFERS.—The OTT shall include
the functions (and related personnel and re-
sources) of the Office of Technology Transfer
in the Office of the Director of the National
Institutes of Health.

“SEC. 499G-1. MARKETING FUNCTION.

‘‘(a) IN GENERAL.—The OTT shall establish
a program that—

‘(1) cultivates industry interest in funded
research of the National Institutes of Health;

‘“(2) reaches out to potential industry part-
ners;

‘“(3) coordinates patents from the other in-
stitutes and centers of the National Insti-
tutes of Health; and

‘“(4) manages Cooperative Research and De-
velopment Agreements, biological licensing
agreements, material transfer agreements,
and intellectual property licensing.

‘“‘(b) PROMOTION.—The program under sub-
section (a) shall assist in promoting the suc-
cess of government and industry partner-
ships for the development of new tech-
nologies by soliciting involvement of the pri-
vate sector from the beginning of the
translational research process, including by
creating an electronic database within the
National Library of Medicine, which shall be
updated regularly, that tabulates
translational research efforts occurring at
the National Institutes of Health. The OTT
shall hold an annual national translational
research conference that brings together re-
searchers and industry representatives from
across fields from both the private and pub-
lic sectors.

‘(c) TRANSFER MANAGEMENT AND SUP-
PORT.—The OTT shall develop a program for
transfer management and support that is fa-
miliar with the National Institutes of
Health’s intramural and extramural research
portfolio, which program’s mission is to
reach out to potential industry partners to
cultivate interest in collaboration with pub-
lic researchers with the goal of product de-
velopment and procurement. For those Insti-
tutes or Centers with their own Office of
Technology Transfer Offices, the OTT shall
work closely with those offices to coordinate
industry outreach efforts. Those offices, on a
biannual basis, shall meet with the OTT and
shall submit a report to the OTT describing
the translational research efforts of the Cen-
ter or Institute and corresponding efforts to
attract commercial interest in their re-
search portfolio.

“(d) MANAGEMENT.—

‘(1) IN GENERAL.—The OTT shall manage
the Cooperative Research and Development
Agreements between industry and public re-
search partners.

¢“(2) REGISTRATION.—The OTT shall—

‘““(A) as appropriate, register the agree-
ments within a publicly accessible electronic
database maintained by the National Li-
brary of Medicine of the National Institutes
of Health; and

‘“(B) oversee the collaborative process in
terms of pre-determined outputs, negotiating
problems that may occur between collabo-
rating entities, and assuring intellectual
property protections necessary for successful
product development.

“SEC. 499G-2. OFFICE OF INTRAMURAL RISK OP-
PORTUNITY AND MAPPING.

‘‘(a) ESTABLISHMENT.—There is established
in the Office of Technology Transfer of the
Center, an Office of Intramural Risk Oppor-
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tunity and Mapping that shall oversee the
intramural research programs of the Na-
tional Institutes of Health to be certain they
are complementary and distinct from extra-
mural and private programs.

“(b) REVIEWS AND REPORTS.—The Office of
Intramural Risk Opportunity and Mapping
shall—

‘(1) conduct regular reviews of the intra-
mural research programs of the National In-
stitutes of Health; and

““(2) report every 2 years on such reviews.

‘“(c) HEALTH RISKS AND OPPORTUNITIES.—
The Office of Intramural Risk Opportunity
and Mapping shall—

‘(1) identify and map public health risks
and scientific opportunities and keep data on
such topics current and updated; and

‘(2) provide the information described in
paragraph (1) to the Council on a biannual
basis to help the Council prioritize the Na-
tion’s translation research investment.

“(d) TRANS-NIH COLLABORATIVE
SEARCH.—

‘(1) IN GENERAL.—The Office of Intramural
Risk Opportunity and Mapping shall make,
in coordination with the Director of Cures
and the Director of NIH, funds available to
groups of institutes and centers of the Na-
tional Institutes of Health to promote en-
gagement in multi-institute projects that
focus on translational research endeavors.

‘(2) FUNDING.—Funding levels and periods
of funding under paragraph (1) shall be flexi-
ble as necessary to achieve trans-institute
project objectives. Preference for funding
shall be given to projects that promote high
levels of cross-disciplinary collaboration,
that address diseases with the greatest bur-
den or research promise, and that are most
likely to result in the development of a diag-
nostic or therapeutic prototype.

“(3) AUTHORIZATION OF APPROPRIATIONS.—
There is authorized to be appropriated, from
the acceleration fund of the Director of
Cures described in section 499B(b)(2)(B)(i), to
carry out this subsection $150,000,000.

“SEC. 499G-3. PATENTING AND LICENSING INCEN-
TIVES.

“(a) IN GENERAL.—The OTT shall make
every effort to increase licensing throughput
in order to stimulate the availability of use-
ful products for patients.

““(b) INCENTIVES.—The OTT shall develop
incentives that create private sector, finan-
cial, commercial, and academic interest in
the National Institutes of Health’s intellec-
tual property portfolio, which incentives
may include the following:

‘(1) The patent extension of National In-
stitutes of Health’s health patents, in which
there is an extension of the time during
which the licensee has exclusive right to the
intellectual property.

‘“(2) The patent restoration of National In-
stitutes of Health’s health patents, in which
there is restoration of the full patent life, or
another agreed upon term, of a technology to
the licensee from the time of Food and Drug
Administration passage or other agreed upon
milestone.

‘(3) Partnering options, which are options
to pursue exclusive and nonexclusive licens-
ing to 1 or more partners in the government,
industrial, or academic sectors.

‘‘(c) CUSTOMIZED MODELS.—The Director of
Cures shall encourage the OTT to cultivate
customized models for contracts that fulfill
the needs of industry and the public.

“SEC. 499G—4. TRANSLATIONAL RESEARCHER DE-
VELOPMENT.

‘“(a) IN GENERAL.—The Director of Cures
shall oversee the development of a cur-
riculum for internships in interdisciplinary
research that will encompass rotations
through multiple institutes and centers of
the National Institutes of Health (including

RE-

December 14, 2005

the National Library of Medicine), the clin-
ical trial design process, and other related
disciplines with an emphasis on practical ex-
perience.

“(b) TUITION GRANTS.—The Director of
Cures shall award tuition grants for extra-
mural interdisciplinary research programs.

‘“(c) TRAINING.—The Center shall train
interdisciplinary scientists in the science
and art of risk analysis and mapping through
a program of internships and fellowships.
“SEC. 499G-5. TRANSLATIONAL RESEARCH TRAIN-

ING PROGRAM.

“The Director of NIH shall ensure that
each institute and center of the National In-
stitutes of Health has established, or con-
tracted for the establishment of, a
translational research training program at
the institute or center.

“Subpart 6—Developing Information Systems
“SEC. 499H. ADVANCING NATIONAL HEALTH IN-
FORMATION INFRASTRUCTURE.

‘‘(a) GENOMIC DATA.—

‘(1) IN GENERAL.—The National Center for
Biotechnology Information of the National
Library of Medicine of the National Insti-
tutes of Health shall develop new computa-
tional methods to aid in the processing of
genomic data by novice and experienced re-
searchers.

‘(2) AUTHORIZATION OF APPROPRIATIONS.—
There is authorized to be appropriated, from
the acceleration fund of the Director of
Cures described in section 499B(b)(2)(B)(i), to
carry out paragraph (1) $8,000,000, of which—

““(A) $2,500,000 is authorized to be appro-
priated to support the program’s computa-
tional infrastructure; and

‘“(B) $5,500,000 is authorized to be appro-
priated for hiring biologists and computer
scientists who are trained in bioinformatics.

“(b) DATABASE.—The Secretary, acting
through the Director of NIH, shall under-
take, in collaboration with the National Li-
brary of Medicine of the National Institutes
of Health, construction of a clinical study
registry and results database that may ex-
pand upon the National Library of Medi-
cine’s information system and database.

¢‘(¢c) CLINICAL TRIAL INFORMATION.—

(1) IN GENERAL.—

‘“‘(A) IN GENERAL.—The clinical study reg-
istry and results database, described in sub-
section (b), shall consist of a registry of
phase III clinical trials taking place in the
United States and a database of their re-
sults.

‘(B) CLINICAL STUDY REGISTRY.—Participa-
tion in the clinical study registry shall be
mandatory for both public and private enti-
ties.

‘(C) RESULTS DATABASE.—Participation in
the clinical trial results database shall be
mandatory for both public and private enti-
ties. The clinical trial results database shall
include even negative studies, which dem-
onstrate no therapeutic effect.

‘(2) REGISTRY OF CLINICAL TRIALS.—The
registry of clinical trials shall include not
less than the following:

‘“(A) The clinical trial title.

‘““(B) A description of the product under
study.

‘(C) The hypothesis to be tested.

‘(D) The intervention.

‘““(E) The study design, methodology, dura-
tion, and location.

“(F) Participation criteria.

“(G) Contact information.

‘“(H) Sponsoring organization.

‘(3) CLINICAL TRIAL RESULTS.—The data-
base of clinical trial results shall consist of
not less than the following:

‘““(A) The trial start date and completion
date.

“(B) A summary of the results of the trial
in a standard, non-promotional summary
format.
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‘(C) Summary data tables with respect to
the primary and secondary outcome meas-
ures.

‘(D) Information on the statistical signifi-
cance of the results and publications in peer
reviewed journals relating to the trial, with,
when available, an electronic link to the
journal article.

‘““(E) A description of the process used to
review the results of the trial, including a
statement about whether the results have
been peer reviewed by reviewers independent
of the trial sponsor.

‘“(F) Safety data concerning the trial, in-
cluding a summary of all adverse events
specifying the number and type of events.

‘(G) Reference information to the clinical
trial in the clinical registry.

“(d) REGISTRATION OF TRIALS AND REPORT-
ING OF RESULTS.—

‘(1) WEBSITE PUBLICATION.—Each principal
investigator of a public clinical trial or re-
sponsible person for a private clinical trial
shall register phase III clinical trials in ac-
cordance with paragraph (2) and report phase
IIT clinical trial results in accordance with
paragraph (2) with the National Library of
Medicine of the National Institutes of
Health. The National Library of Medicine
shall make the information available for
viewing on the Library’s Website,
www.clinicaltrials.gov. The National Library
of Medicine shall electronically link each
registered clinical trial with its database of
results and link each database of results
with its registered clinical trial.

¢‘(2) TIMELINE OF REGISTRATION.—

‘““(A) IN GENERAL.—An entity described in
paragraph (1) shall register a clinical trial
not later than 3 months after the Food and
Drug Administration has approved the enti-
ty’s clinical trial protocol and report clinical
trial results not later than 3 months after
completing the clinical trial, which shall be
defined as the point where the specified trial
duration has been surpassed and the analysis
of the data is complete or the trial is stopped
because of vital positive or negative find-
ings, or as the point determined by the judg-
ment of the Secretary. All information sub-
mitted to the National Library of Medicine
shall be accurate and updated

‘(B) LOSS OF FUNDING.—In the case in
which an entity described in paragraph (1)
does not register a clinical trial or report on
clinical trial results in accordance with sub-
paragraph (A), the Secretary may—

‘(i) not award a grant, contract, coopera-
tive agreements, or any other award to the
principal investigators of such entity until
the principal investigators comply with the
requirements under subparagraph (A); and

‘“(ii) in the case of an entity that does not
receive Federal funding for the clinical trial,
fine the entity $10,000 a day for a sum not to
exceed $2,000,000 until the responsible person
for the clinical trial complies with the re-
quirements under subparagraph (A).

“(C) WAIVER.—The Secretary may waive
the requirements of subparagraph (A) upon a
written request from the responsible person
if the Secretary determines that extraor-
dinary circumstances justify the waiver and
that providing the waiver is in the public’s
interest or consistent with the protection of
public health.

“SEC. 499H-1. PUBLIC ACCESS
FOR RESEARCH.

‘‘(a) IN GENERAL.—The Secretary shall re-
quire all funded investigators, whether di-
rect employees of the Department of Health
and Human Services or recipients of grants,
contracts, or other support of the National
Institutes of Health, the Centers for Disease
Control and Prevention, or the Agency for
Healthcare Research and Quality, to submit
to the National Library of Medicine of the
National Institutes of Health (referred to in
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this section as the ‘National Library of Med-
icine’), upon acceptance for publication in a
journal or other publication included in the
PubMed directory, final manuscripts result-
ing from research in which direct costs are
supported in whole or in part by the National
Institutes of Health, the Centers for Disease
Control and Prevention, or the Agency for
Healthcare Research and Quality.

‘“(b) PUBLIC AVAILABILITY.—

‘(1) IN GENERAL.—The National Library of
Medicine shall include all such manuscripts
described in subsection (a), after peer review,
for display in the National Library of Medi-
cine’s digital library archive, PubMed Cen-
tral. The copyright holder of a manuscript
described in subsection (a) may request the
author’s manuscript be replaced with final
published text.

‘“(2) TIMELINE.—A manuscript described in
subsection (a) shall become publicly avail-
able on the Internet through PubMed Cen-
tral not later than 6 months after the date of
publication of the manuscript.

“(3) LOSS OF FUNDING FOR FAILURE TO SUB-
MIT ON TIME.—Failure to submit required in-
formation under this section to the National
Library of Medicine within 6 months of the
date of publication of the manuscript in-
volved shall be considered by the Secretary
in the context of grant compliance review
and may result in the loss of public funding
for the investigators involved as determined
appropriate by the agency involved.

“SEC. 499H-2. INFORMATICS TRAINING AND
WORKFORCE DEVELOPMENT.

‘“(a) IN GENERAL.—The Director of NIH
shall develop a multi-faceted approach to in-
creasing the number of persons trained in
clinical bioinformatics by implementing ap-
propriate programs, including the programs
described in subsection (b).

“(b) PROGRAMS.—The programs under this
subsection are the following:

(1) K-12 SCIENCE PROGRAM.—The National
Library of Medicine of the National Insti-
tutes of Health shall develop with the Na-
tional Science Foundation a kindergarten
through grade 12 clinical informatics edu-
cation curriculum that shall include an as-
sessment component. The National Library
of Medicine shall award not more than 500
schools each $30,000 to implement the cur-
riculum.

‘(2) UNDERGRADUATE DEGREE PROGRAMS IN
BIOINFORMATICS.—The National Library of
Medicine of the National Institutes of Health
shall—

‘“(A) award grants to academic health cen-
ters and graduate training programs to col-
laborate with an undergraduate institution
of higher education’s department of biology,
chemistry, or computer science to develop
curricula leading to a bachelor’s degree in
bioinformatics; and

‘(B) encourage grantees to form an inter-
institutional consortium.

“(3) INCREASING THE NUMBER OF NIH
BIOINFORMATICS GRADUATE TRAINING PRO-
GRAMS.—The National Library of Medicine of
the National Institutes of Health shall in-
crease the number of bioinformatics grad-
uate training programs through funding ex-
isting graduate training programs of the Na-
tional Institutes of Health to meet the ex-
panding needs for training and outreach to
the biomedical community. The programs
shall focus on the skills needed to apply
bioinformatics methods specifically to prob-
lems of human health and disease. The Di-
rector of NIH shall hire 12 individuals with a
doctorate in molecular biology and expertise
in training and developing educational pro-
grams to assist in carrying out the programs
under this paragraph.

‘“(4) CENTERS OF EXCELLENCE IN CLINICAL
BIOINFORMATICS.—The National Library of
Medicine of the National Institutes of
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Health, through the Center, shall establish
Centers of Excellence in Clinical
Bioinformatics that shall have state-of-the-
art computational methods and tools appli-
cable to human disease prevention, diag-
nosis, and treatment. The Centers of Excel-
lence in Clinical Bioinformatics shall pro-
vide graduate student and postdoctoral sup-
port, through distinguished faculty, in order
to contribute to the highest level of training
in the bioinformatics workforce pipeline.

‘(c) AUTHORIZATION OF APPROPRIATIONS.—
There is authorized to be appropriated, from
the acceleration fund of the Director of
Cures described in section 499B(b)(2)(B)(i), to
carry out this section $50,000,000 for fiscal
year 2007 and each succeeding fiscal year of
which—

‘(1) $15,000,000 is authorized to be appro-
priated for fiscal year 2007 and each suc-
ceeding fiscal year to carry out subsection
(b)(1); and

“(2) $2,000,000 is authorized to be appro-
priated to carry out subsection (b)(3).

“SEC. 499H-3. NATIONAL LIBRARY OF MEDICINE
EXPANSION OF FACILITIES.

‘‘(a) SENSE OF CONGRESS.—It is the sense of
Congress that Congress should make special
effort to fund the expansion of facilities of
the National Library of Medicine of the Na-
tional Institutes of Health. These facilities
are essential to the National Library of Med-
icine being able to fulfill its many
informatics functions, which include pro-
viding essential informational resources to
scientists worldwide and advancing the un-
derpinning of much of the National Insti-
tutes of Health conducted biomedical re-
search.

‘“(b) REPORT.—The Director shall request
that the Institute of Medicine of the Na-
tional Academies report to Congress on the
impact of not providing funding for the ex-
pansion of facilities described in subsection
(a).

“Subpart 7—Research Tools
“SEC. 4991. NIH RESEARCH TOOL INVENTORY.

‘‘(a) ANNUAL REVIEW.—The Director of NIH
shall direct the head of each institute and
center of the National Institutes of Health to
perform an annual review of the institute or
center’s research tool inventory for the spe-
cific purpose of enabling each institute or
center to understand the research tool dis-
tribution, frequency of use, intellectual
property status, and utility. Each institute
and center of the National Institutes of
Health shall describe in the institute or cen-
ter’s annual review the type and quantity of
research tools the institute or center desires
to obtain to better fulfill the institute or
center’s research and development goals.

‘““(b) DATABASE.—The Director of Cures
shall—

‘(1) enter the information obtained from
the annual review under subsection (a) into
an electronic research tool database; and

‘“(2) use such database to oversee the
prioritization and funding of new projects to
fulfill pressing needs and promising tech-
nologies.

“SEC. 4991-1. EXCEPTIONS TO TOOL GUIDELINES.

““The Director of Cures may advise the Of-
fice of Technology Transfer of the Center to
provide exceptions to prohibitions against
patenting and licensing research tools under
some circumstances of customized contracts
when exclusive or non-exclusive licensing
provides the swiftest and most efficacious
final development of an important health
care technology.”.

(b) CONFORMING  AMENDMENT.—Section
401(b)(1) of the Public Health Service Act (42
U.S.C. 281(b)(1)) is amended by adding at the
end the following:

““(S) The American Center for Cures.”.
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QUOTES IN SUPPORT OF THE AMERICAN CENTER
FOR CURES AcCT OF 2005

“The American Center for Cures will be a
tremendous addition to our nation’s valuable
tradition of biomedical research. By empha-
sizing translational and applications re-
search as well as discovery of diagnostic
markers, the ACC will bring the hope of
basic science discovery to the reality of pa-
tient care. The mandate and goal will be to
prevent, early diagnose, or cure the diseases
that cause such suffering to humanity. This
effort will promote health diplomacy that
will bring the genius and resources of our na-
tion to better the health of all Ameri-
cans.”’—Secretary Tommy Thompson,
Former Secretary, Department of Health and
Human Services, Former Governor, State of
Wisconsin.

“The need for a federal focus on finding
cures has long been a top priority for all of
us who seek the rapid translation of sci-
entific advances into personal health bene-
fits. With their landmark legislative pro-
posal, Senators Cochran and Lieberman have
taken a critical step along our path to
cures.”—S. Robert Levine MD, Chairman of
the Health Priorities Project of the Progres-
sive Policy Institute.

‘“As Governors around the country look to
transform our complex health care system,
we must seek new cost-effective solutions
that continue to improve our overall health
and productivity,” said Michigan Governor
Jennifer M. Granholm. ‘“The American Cen-
ter for Cures represents a bi-partisan effort
to devote significant and lasting resources
toward an innovative approach to disease
treatment and management, offering Ameri-
cans grappling with chronic and debilitating
diseases the lasting gift of hope.”’—Governor
Jennifer Granholm, Michigan.

“Finding cures will improve the health of
mankind. As an example, by simply delaying
the onset of Alzheimer’s disease by five
years, the health and productivity of older
Americans will be enhanced. Developing
cures will provide American families with a
better quality of health care that can be sus-
tained over a longer period of time. That is
why I urge the establishment of the Amer-
ican Center for Cures.”—Governor Tom
Vilsack, Iowa.

The American Center for Cures is a timely
and creative proposal for tackling an urgent
national challenge: the skyrocketing costs of
treating and preventing chronic diseases.
The confluence of such diseases and a
graying population not only threatens to
make health care unaffordable, but also
jeopardizes prospects for healthy and suc-
cessful aging. The Center would focus the
prodigious talents of our scientific commu-
nity on specific strategies to cure disease,
saving lives and money over the long run.—
Will Marshall, President, Progressive Policy
Institute.

“The American Center for Cures is a sim-
ple, bold, breakthrough idea: A can-do coun-
try ought to have the capacity to solve
chronic problems, not just treat them.”’—
Bruce Reed, President, Democratic Leader-
ship Council.

“I think this goes a long way toward im-
proving NIH’s ability to do large projects

across institutes and to facilitate
translational research. I am happy to sup-
port this concept . . . there are already a lot

of good ideas here.”’—Leland Hartwell, Ph.D.,
Nobel Laureate, Medicine and Physiology,
President, Fred Hutchinson Cancer Research
Center.

“I believe the American Center for Cures
(ACC) is a wonderful effort that focuses phy-
sicians and scientists on bringing the discov-
eries of the laboratory to the patient. The
lives of many Americans will be improved by
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having the ACC bring to bear new resources
in the fight against chronic neurological dis-
eases such as Alzheimer’s, Parkinson’s, mul-
tiple sclerosis, and other neurodegenerative
disorders. I enthusiastically support the
American Center for Cures and hope that my
colleagues in biomedical research will join
me.”’—Stanley Prusiner, M.D., Nobel Lau-
reate, Medicine and Physiology, University
of California, San Francisco.

““The proposed ACC offers a blend of exist-
ing federal activities in health research with
several new initiatives, all aimed at speeding
the move from discovery to products that
help human health. The proposal has mul-
tiple components including strengthening
existing NIH authorities in support of small
business. When enacted and in operation the
results of this new focused activity should be
very visible with improvements to the public
health that would not be possible without
this new money with mandates on how it is
spent.”—Robert Day, M.D., Ph.D., M.P.H.,
Emeritus Professor and Dean, University of
Washington School of Public Health and
Community Medicine, Emeritus Professor
and Director, Fred Hutchinson Cancer Re-
search Center, Member, Public Health
Sciences, Member, National Cancer Advisory
Board, National Cancer Policy Board.

“The establishment of an American Center
for Cures with its emphasis, prominence and
integration into the rest of the United
States organization of health care related
ventures would represent an enormous step
forward. The focus of the Center on trans-
lation of basic science initiatives to the clin-
ical arena will benefit those whose support
has taken us to the present date. I applaud
the initiative.”—Fritz H Bach, M.D., Lewis
Thomas Distinguished Professor, Harvard
Medical School.

‘““Medical discoveries over the past century
have greatly increased the quality and quan-
tity of human life. New insights into biology
will make even more advances possible. The
American Center for Cures will make the
translation of biological discoveries to the
patient occur not only faster but much more
likely to happen. It is hard to imagine an-
other investment that would extend the
quality and quantity of life than fully fund-
ing the American Center for Cures.”’—James
0. Armitage, M.D., Joe Shapiro Professor of
Medicine, University of Nebraska College of
Medicine, Member, National Cancer Advi-
sory Board.

“I am pleased to support the American
Center for Cures (ACC) proposed legislation
that you introduced to the United Sates Sen-
ate on Wednesday, December 7. This legisla-
tion is critical and in the translation of ad-
vances in fundamental biomedical science to
improvements in the care of people. Please
let me know if I can help make this dream a
reality.”—Lee Goldman, M.D., MPH, Julius
R. Krevans Distinguished Professor and
Chair, Associate Dean for Clinical Affairs,
University of California San Francisco
School of Medicine, President, Association of
Professors of Medicine.

“I enthusiastically support The American
Center for Cures (ACC) Senate legislation.
The ACC will focus our nation’s scientists
and doctors on applying basic scientific dis-
coveries to help the patient. This critical ap-
proach to research will not only help our
friends and loved ones with their health, it
will be the 21st Century American approach
to solving the health care financial crisis. By
eliminating or reducing certain diseases for
all Americans, the looming federal and state
Medicare and Medicaid financial tsunami
will be markedly reduced. There is no time
to lose. I urge the immediate passage of the
ACC legislation.” —Stephen Gleason, D.O.,
Ph.D., Former CEO Mercy Clinics, Former
VP Medical Operations for Catholic Health
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Initiatives, Former White House advisor,
Former chief of staff, Governor Tom Vilsack,
Former Presidential Representative to the
World Health Organization, Assistant Pro-
fessor, Mayo Graduate School of Medicine.

“The American Center for Cures will be
the engine that brings basic science discov-
eries and apply them to the patient. It has
been said that women and minorities are not
dying from the lack of research, they are
dying from the lack of research being applied
to them. The ACC will focus the talent of the
greatest scientists and clinicians for one sin-
gular purpose: to cure, prevent, or diagnose
earlier diseases that afflict so many in the
world. As a mother, nurse, researcher, and
educator, I believe that the ACC will bring
better health to all of us. The time is now
... let us not waste another moment.”—
Sandra Underwood, RN, PhD, University of
Wisconsin School of Nursing.

“The American Center for Cures is a re-
markable idea that will be the bridge be-
tween the promise of scientific opportunities
and the reality of our nation’s health needs—
to deliver cures. Americans deserve a center
that is totally dedicated to finding cures for
our most devastating and debilitating chron-
ic diseases. The ACC is the natural extension
of the doubling of the NIH budget. Now we
must have as a top national priority an ac-
countable, mission-driven Center for Cures
to rapidly identify ‘‘cure opportunities’ al-
ready created by federal, academic and pri-
vate research laboratories and proactively
accelerate and rapidly translate these oppor-
tunities into real cures.

In an era of expanding needs, exploding
knowledge of the biomedical sciences, and
demands of the public to have the knowledge
applied to their loved ones’ ailments, the
American Center for Cures offers new hope
and dynamic reality to Americans. The
American Center for Cures is the oppor-
tunity to commit the American genius, re-
sources, and ethic to a greater cause in a
“moonshot’ approach to diseases.”—Richard
J. Boxer, M.D., Clinical Professor, Health
Policy, Medical College of Wisconsin, Clin-
ical Professor, Family and Community Medi-
cine, Medical College of Wisconsin, Clinical
Professor, Surgery/Urology, University of
Wisconsin-Madison.

‘“‘Having reviewed the material you so
kindly sent me, I want to applaud this pio-
neering, entrepreneurial approach which will
undoubtedly accelerate the process by which
we discover and implement cures for diseases
and improve and enrich the quality of life of
tens of millions of Americans. I hope that
this bold solutions-oriented approach will
have overwhelmingly bi-partisan support in
Congress and that it will be signed into law
by the President at the earliest possible mo-
ment.”—Steve Grossman, Former Chair,
Democratic National Committee, C.E.O.
Massachusetts Envelope Company.

“The American Center for Cures is the best
new idea in Washington DC in a generation.
It is timely, creative and compelling.”’—Joe
Andrew, Former Chair, Democratic National
Committee, Sonnenschein, Nath and Rosen-
thal, LLP.

“The combination of NIH and industry-
supported research, combined with venture
capital, has been very successful in bringing
new drugs based on fundamental biological
discoveries into commercial reality. In areas
that combine fundamental biology and phys-
ical science and engineering—biomedical de-
vices, analytical, genomic, and diagnostic
tools, bioinformation systems, tissue engi-
neering—the current system works substan-
tially less well.”’—George Whitesides, Ph.D.,
Professor of Chemistry, Harvard Medical
School, (given in 2004).

“The concept of the new institute is excit-
ing.”—Arthur W. Nienhuis, M.D., Director,
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St. Jude Children’s Research Hospital, (given
in 2004).

“The concept and its underlying philos-
ophy are right on target. We need to open
cancer research in prevention, early diag-
nosis, and cure to scientists in diverse fields
that include physicists, chemists, computer
scientists and mathematicians.”—Frederick
P. Li, M.D., Director, Division of Cancer Epi-
demiology and Control, Dana-Farber Cancer
Institute, (given in 2004).

“The 20th Century saw a 100-percent in-
crease in worldwide life expectancy—one of
the greatest achievements in history. To-
day’s children face different challenges, in-
cluding a higher risk of dying from cancer
and other diseases of aging than their grand-
parents did. In the 21st Century, our chal-
lenge is to use incredible advancements in
information technology and biology to de-
feat such diseases as cancer, Alzheimer’s, di-
abetes, Parkinson’s and many other afflic-
tions that take years of quality life from our
loved ones. The most-important benefit will
be reduced human suffering. And the value
to our economy will be measured in trillions
of dollars. The American Center for Cures
(ACC) legislation recognizes and responds to
the imperative of defeating these deadly dis-
eases in our lifetimes. I believe we can do
that if we summon the will to change the
way we pursue new medical solutions.
FasterCures supports passage of the ACC leg-
islation and urges its rapid implementation.
There is not a moment to lose.”—M.
Millken, Chairman, FasterCures/The Center
for Accelerating Medical Solutions.

“The American Center for Cures will be ex-
traordinarily important for all Americans,
and indeed all humanity. The new Center
will combine scientific disciplines that have
previously not been brought to bear upon
biomedical problems. This is a unique and
desperately needed approach will break
through the impasse and finally bring the
formidable power of all science to focus and
solve the diseases that plague the world. The
American Center for Cures has been designed
to bring accountability and responsibility
for ultimate cures. Its success will be meas-
ured by cures and cures alone. As a father,
husband, entrepreneur, and one who has seen
too much suffering, I believe it is incumbent
upon us to take a bold approach to bio-
medical research that will make our children
and future generations free of the diseases
that have afflicted us and our ancestors. Let
our descendents look back at our generation
and say, ‘They reached for the stars, and
found they were capable of conquering old
paradigms, fears, and diseases.’”’—Lou
Weisbach, C.E.O. Stadium Capital Associ-
ates, Founder, HA-LO Industries, Inc.

““Oscar Wilde once wrote, ‘‘Morality, like
art, begins with a line being drawn some-
place.” With tremendous suffering and dis-
ease so prevalent in our country, the Amer-
ican Center for Cures’ (ACC) proposed legis-
lation being introduced by Senators
Lieberman and Cochran draws a line in the
sand for health and extending the lifetime of
every individual. From a religious point of
view, this certainly responds to the notion
that we are identified with life affirmation.
I heartily endorse this legislation.”’—Rabbi
Steven B. Jacobs, Temple Kol Tikvah, Wood-
land Hills, CA—Rabbi Michael Lerner, Edi-
tor, Tikkun Magazine, Rabbi, Beyt Tikkun
Synagogue, San Francisco, California.
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SENATE RESOLUTION 331—EX-
PRESSING THE SENSE OF THE
SENATE REGARDING FERTILITY
ISSUES FACING CANCER SUR-
VIVORS

Ms. LANDRIEU (for herself, Mr.
BURR, Mr. BINGAMAN, Mrs. FEINSTEIN,
and Mr. ISAKSON) submitted the fol-
lowing resolution; which was referred
to the Committee on Health, Edu-
cation, Labor, and Pensions:

S. RES. 331

Whereas there are more than 10,000,000 can-
cer survivors in the United States, and ap-
proximately 1,000,000 of those survivors were
diagnosed during their reproductive years;

Whereas approximately 130,000 people
under the age of 45 are diagnosed with cancer
each year;

Whereas up to 90 percent of patients diag-
nosed with cancer under the age of 45 will
undergo potentially sterilizing treatments,
such as surgery, chemotherapy, or radiation;

Whereas survivorship rates have dramati-
cally increased so that 71 percent of patients
who are diagnosed with cancer under the age
of 45 can expect to live at least five years be-
yond the diagnosis of their disease;

Whereas long-term consequences of cancer
treatment are of increasing concern to pa-
tients since they are increasingly likely to
survive their cancer;

Whereas the diagnosis of infertility can be
as devastating for many patients as the can-
cer diagnosis itself;

Whereas successful fertility preservation
options for men and women exist and in-
clude: sperm banking, oocyte (egg) freezing,
and ovarian and testicular tissue freezing;

Whereas many cancer patients have the op-
tion of taking steps to preserve their fer-
tility before their potentially sterilizing can-
cer treatment begins;

Whereas many patients do not take steps
to preserve their fertility before treatment
because they are not informed by their
health care professionals that their fertility
is at risk, or, if they are informed of the
risk, they are generally not counseled on
their fertility preservation options;

Whereas unrelated factors such as marital
status or poor prognosis should not preclude
certain patients from being informed about
their fertility risks and options; and

Whereas the 2003-2004 President’s Cancer
Panel Report recognized that comprehensive
written and verbal information regarding
fertility side effects and fertility preserva-
tion options for all reproductive-age patients
should be provided before treatment: Now,
therefore, be it

Resolved, That it is the sense of the Senate
that—

(1) cancer-related infertility is a serious
quality of life issue for reproductive-age can-
cer patients;

(2) national and community organizations
should be recognized and applauded for their
work in promoting awareness of the risks of
infertility and fertility preservation options
for cancer survivors;

(3) the medical community should increase
its efforts to ensure that discussions about
the risk of infertility and fertility preserva-
tion options are an integral part of
pretreatment planning and consent for treat-
ment for all reproductive-age patients; and

(4) the Federal Government, acting
through the National Institutes of Health,
should endeavor to—

S13591

(A) encourage research that will strength-
en fertility preservation technologies for
cancer patients;

(B) continue to consider ways to improve
access to fertility preservation options for
cancer patients; and

(C) endeavor to raise awareness about the
fertility side effects and fertility preserva-
tion options for cancer patients.

SENATE RESOLUTION  332—HON-
ORING THE LIFE OF FORMER
GOVERNOR CARROLL A. CAMP-
BELL, AND EXPRESSING THE
DEEPEST CONDOLENCES OF THE
SENATE TO HIS FAMILY

Mr. DEMINT (for himself and Mr.
GRAHAM) submitted the following reso-
lution; which was considered and
agreed to:

S. RES. 332

Whereas the Senate has learned with sad-
ness of the death of Governor Carroll Camp-
bell;

Whereas Carroll Campbell dedicated a life-
time of service to the State of South Caro-
lina and the United States;

Whereas Carroll Campbell served most
honorably as the Governor of South Carolina
from 1987 to 1995;

Whereas from 1979, and until he was elect-
ed Governor of South Carolina, Carroll
Campbell served with high moral character
and integrity in the United States House of
Representatives;

Whereas Carroll Campbell was the first Re-
publican elected to the House of Representa-
tives for the 4th Congressional District since
the Reconstruction period;

Whereas during his service as Governor,
Carroll Campbell provided extraordinary
leadership and comfort to the citizens of
South Carolina throughout the devastating
aftermath of Hurricane Hugo and the re-
building of the coast;

Whereas Carroll Campbell improved the
economy of South Carolina and the liveli-
hood of its citizens by attracting world class
businesses;

Whereas Carroll Campbell worked dili-
gently to restructure the Government of
South Carolina, making it more accessible
and responsive to its citizens;

Whereas Carroll Campbell focused on im-
proving the quality of public education pro-
vided by the State of South Carolina to all of
its citizens;

Whereas Carroll Campbell was as devoted
to his principles as he was to his loving fam-
ily, which included his wife Iris, his sons
Carroll and Mike, and his grandchildren
“Blakeney’” Herlong Campbell, Carroll
“Berrett’”> Campbell, Michael ‘Rhodes”
Campbell, and Marie ‘“‘Riley’’ Campbell; and

Whereas Carroll Campbell was a visionary
who worked to improve the lives of all South
Carolinians: Now, therefore, be it

Resolved, That the Senate—

(1) extends its prayers and deepest condo-
lences to the entire Campbell family;

(2) honors the life of Carroll Campbell and
expresses profound gratitude for his years of
public service; and

(3) acknowledges with appreciation the
unfaltering commitment and loyalty of Car-
roll Campbell to his family and the State of
South Carolina.
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