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The Senate met at 2:45 p.m. and was
called to order by the Honorable JIM
WEBB, a Senator from the State of Vir-
ginia.

PRAYER

The Chaplain, Dr. Barry C. Black, of-
fered the following prayer:

Let us pray.

Today, Liord, we come to You offering
our gratitude. Thank You for the light
of day and the dark of night, for the
hills and the sea, for the open roads
and the wind on our faces. Thank You
for dedicated lawmakers who take seri-
ously their stewardship of influence
and affluence, men and women who
know that to whom much is given,
much is required. Thank You for giving
us hands which work, eyes which see,
ears which hear, minds which think,
memories which remember, and hearts
which love. Thank You also that we
are preparing ourselves for another
greater life, one where all our ques-
tions will be answered and all our
hopes realized. Lord, make us aware of
all of Your gifts.

We pray in Your loving Name. Amen.

———————

PLEDGE OF ALLEGIANCE

The Honorable JIM WEBB led the
Pledge of Allegiance, as follows:

I pledge allegiance to the Flag of the
United States of America and to the Repub-
lic for which it stands, one Nation under
God, indivisible, with liberty and justice for
all.

APPOINTMENT OF ACTING
PRESIDENT PRO TEMPORE

The PRESIDING OFFICER. The
clerk will please read a communication
to the Senate from the President pro
tempore (Mr. BYRD).

The legislative clerk read the fol-
lowing letter:

Senate

U.S. SENATE,
PRESIDENT PRO TEMPORE,
Washington, DC, April 30, 2007.
To the Senate:

Under the provisions of rule I, paragraph 3,
of the Standing Rules of the Senate, I hereby
appoint the Honorable JIM WEBB, a Senator
from the State of Virginia, to perform the
duties of the Chair.

ROBERT C. BYRD,
President pro tempore.

Mr. WEBB thereupon assumed the

chair as Acting President pro tempore.

———

RECOGNITION OF THE MAJORITY
LEADER

The ACTING PRESIDENT pro tem-
pore. The majority leader is recog-
nized.

———

SCHEDULE

Mr. REID. Mr. President, the Senate
will be in a period of morning business
until 4:15, with Senators allowed to
speak therein for up to 10 minutes
each. At 4:15 the Senate will begin con-
sideration of the FDA authorization.
The chairman and ranking member,
Senators KENNEDY and ENzI, have
worked very hard to get the bill here.
They did great work over the weekend.
Two very important issues that would
have made this bill much more com-
plex, it appears, have been worked out.
I hope that is the case. One deals with
drug reimportation; the other deals
with biomedicine. We think they have
worked that out. Time will tell.

There will be no rollcall votes today.
There will be a vote probably prior to
the recess tomorrow. If we don’t have
something on the FDA bill, we have a
Federal district court judge we need to
vote on and we can get that out of the
way.

The FDA legislation is extremely im-
portant. It appears we have the oppor-
tunity to do some bipartisan work in
that regard.

MEASURE PLACED ON THE
CALENDAR—H.R. 493

Mr. REID. I understand H.R. 493 is at
the desk and is due for a second read-
ing; is that correct?

The ACTING PRESIDENT pro tem-
pore. The clerk will read the bill for
the second time.

The assistant legislative clerk read
as follows:

A bill (H.R. 493) to prohibit discrimination
on the basis of genetic information with re-
spect to health insurance and employment.

Mr. REID. I object to any further
proceedings at this time, Mr. Presi-
dent.

The ACTING PRESIDENT pro tem-
pore. Objection is heard. The bill will
be placed on the calendar.

———

EMERGENCY SUPPLEMENTAL

Mr. REID. Mr. President, last Thurs-
day a bipartisan majority of the Senate
passed H.R. 1591. A conference report is
basically what it was. This bill will be
sent to the President’s desk tomorrow.
I have and will continue to encourage
the President to set aside his veto
threats and sign the bill. Our con-
ference report honors and provides for
our courageous men and women in uni-
form. It addresses emergencies Ameri-
cans face at home while the war in Iraq
rages, and makes our country more se-
cure by charting a new course in Iraq
so we can return our focus to the glob-
al challenges that lie ahead. This is a
good and responsible bill. It will begin
the long process of leading us out of a
war that has cost so many American
lives and so much treasure. It not only
represents the will of Congress but also
the will of the American people, who
call for a new course, and the expertise
of the military experts who tell us this
war can only be won politically, not
militarily, including the commander
on the ground there, General Petraeus,
who said exactly that, the war cannot
be won militarily.
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Regrettably, the President declared
he would veto this bill even before Con-
gress completed action on it. He has
been talking about this for several
weeks. As conditions on the ground
continue to deteriorate, that position
has become increasingly isolated. In
the face of this continued deteriora-
tion, this Congress stands firm with
the American people. We are resolved
to do what we can to see if the Presi-
dent will change course. We ask the
President to listen to Congress, to the
American people, and to his own mili-
tary experts.

The President requested $91.5 billion
for continued military operations in
Iraq and Afghanistan. We provided
every penny of that request and much
more for the military. We provided, in
addition, funds for emergencies here at
home such as rebuilding the gulf coast,
recovering from agricultural disasters,
repairing gaps in homeland security,
and keeping the children healthy and
insured. Most importantly, we provided
a way forward to end the war in Iraq
responsibly.

The way forward is consistent with
what our military leaders are telling
us, including General Petraeus, who re-
peated again last week on several occa-
sions that this war can only be won po-
litically, not militarily. The plan, and
the conference report that will be sent
to the President tomorrow, imme-
diately transitions the U.S. mission
away from policing the civil war, be-
gins a phased redeployment of our com-
bat troops no later than October 1, 2007,
with the goal of removing all forces by
April 1, 2008, imposes tangible, measur-
able, and achievable benchmarks on
the Iraqi Government, launches the
kind of diplomatic, economic, and po-
litical offensive the President’s strat-
egy lacks, and rebuilds our overbur-
dened military.

Today we renew our call to President
Bush. There is still time to listen.
There is still time to come to grips
with the facts on the streets of Bagh-
dad and throughout Iraq. There is still
time to sign this bill and change course
in Iraq. In the 4 days since we passed
the conference report, new facts have
come to light that make our call for a
new direction even more urgent.

This past weekend the United States
death toll in Iraq for April now is at
104, with all reported deaths not yet
known, making it the deadliest month
of the year and one of the deadliest of
the entire war. That bears repeating.
Despite the President’s claims of
progress, this has been one of the dead-
liest months of this 4-going-on-5-year
war.

Also this weekend the Special Inspec-
tor General for Iraq Reconstruction re-
leased his quarterly report that paints
a dispiriting picture of our $20 billion
rebuilding efforts. It was all over the
news; today all over America. The re-
port concludes that rebuilding efforts
are falling far short of their targets. As
a result, after more than 4 years of
these efforts, Iraq is ‘‘plagued by power
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outages, inadequate oil production, and
shortages of clean water and health
care.”

The report also tells us that despite
spending more than three-quarters of
our allocated funds to increase elec-
tricity production, Iraq’s power grid
now produces far less electricity than
before the invasion, with Baghdad
averaging 6.5 hours of electricity per
day, down from almost 24 hours before
the war. The report tells us that de-
spite spending nearly 2 billion Amer-
ican dollars, our efforts to provide
Iraqis with clean drinking water are
falling miserably short. This report
tells us oil production, a critical com-
ponent of any future stable Iraq econ-
omy, is still way off target.

President Bush continues to ask for
our patience and continues to boast of
progress, but this report gives us no
reason to believe conditions for the
Iraqi people are improving any more
than they are for our troops. This
morning the Washington Post reported
that Iraq’s Prime Minister al-Malaki is
behind the removal and disruption of
the duty of some of the Iraqi Army and
police force’s top law enforcement offi-
cials. Why? The apparent reason for
the dismissal is they are doing a good
job of combating violent Shiite mili-
tias. This has ‘‘angered U.S. and Iraqi
leaders who say the Shiite-led govern-
ment is sabotaging the military to
achieve sectarian goals.”

It is yet another reason for us to seri-
ously question whether the Iraqi Gov-
ernment has the ability or even desire
to make the political compromises so
essential to ending the conflict.

Finally, this weekend, of all places,
the Portland, ME Press Herald pub-
lished an editorial. This is one of many
from around the country. They wrote:

It is time to bring our troops home from
Iraq. This stand represents a shift in the
newspaper’s editorial position. Until now, we
have supported the military mission in Iraq,
though at times we have been harshly crit-
ical of President Bush in his role as com-
mander in chief. Now, it is our opinion that
major U.S. military operations should cease

It seems as though every day new
facts emerge that give us ever greater
insight into the astonishing disaster
unfolding in Iraq. Just 4 days since the
Senate passed the supplemental con-
ference report, the four grim new facts
I mentioned have emerged, and this is
only the latest and not all of the lat-
est.

The President wonders why the
American people have lost patience. It
is because the news out of Iraq grows
worse by the day. When we send the
supplemental conference report to
President Bush tomorrow, we ask that
he take time to reflect on the fact of
that veto. We ask him to listen again
to the American people. From Maine to
California, from Minnesota to Florida,
we ask him to listen to the American
people and his own military experts.
We ask that he finally summon the
courage to admit he made mistakes
and take the steps we propose to heal
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the grave wounds caused by this war.
This bill gives him a path forward. We
ask him to follow it.

RECOGNITION OF THE MINORITY
LEADER

The ACTING PRESIDENT pro tem-
pore. The Republican leader is recog-
nized.

SUCCESS IN ANBAR PROVINCE

Mr. McCONNELL. Mr. President, my
good friend the majority leader ne-
glected to mention the front-page story
in the New York Times yesterday
about the extraordinary success our
troops are having in Anbar Province,
the center of much of the al-Qaida ac-
tivity in Iraq, with Sunni sheikhs, trib-
al leaders coming together to support,
not just verbally but in terms of sup-
plying military personnel, fighters to
take on al-Qaida in Anbar Province. It
is a piece of good news in admittedly a
cloudy picture in Iraq. It is also the
case, I am confident, that a majority of
Democrats in both the House and Sen-
ate believe that funds should be sup-
plied for the troops. That certainly has
been the view of the chairman of the
Armed Services Committee, CARL
LEVIN. Hopefully, we will find a way
forward after the bill that regretfully
has the surrender date in it tomorrow
is sent down to the President and ve-
toed. Beginning Wednesday, we will be
discussing how to go forward. The ma-
jority leader and I have had some pre-
liminary discussion about that. Hope-
fully, we can resolve this matter in the
very near future to provide the funding
for the troops so General Petraeus’s
mission, for which we confirmed him 81
to nothing, will have the resources to
be completed later this year.

I yield the floor.

—————

RESERVATION OF LEADER TIME

The ACTING PRESIDENT pro tem-
pore. Under the previous order, the
leadership time is reserved.

————

MORNING BUSINESS

The ACTING PRESIDENT pro tem-
pore. Under the previous order, there
will now be a period for the transaction
of morning business until 4:15, with
Senators permitted to speak for up to
10 minutes each.

The Senator from Arizona.

———

IRAQ

Mr. KYL. Mr. President, speaking on
the same matters addressed by both
the majority and minority leader, I re-
mind our colleagues that last week this
body passed by a very narrow margin
what amounts to a strategy for defeat
in Iraq. This course of action was not a
surprise. After all, the majority leader
had announced to the world that the
war was lost. This, of course, was news
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to people in Iraq, our soldiers in the
field included.

For example, SGT George Turkovich
was quoted in the Las Vegas Review-
Journal, saying:

We’re not losing this war. Unfortunately,
politics has taken a huge role in this war af-
fecting our rules of engagement. This is a
guerilla war that we’re fighting, and they’re
going to tie our hands. So it does make it a
lot harder for us to fight the enemy, but
we’re not losing this war.

This is from a 24-year-old a half a
world away.

I suspect the announcement that we
had lost the war was also a surprise to
General Petraeus. Remember, we con-
firmed him unanimously in this body.
We knew what his strategy was. He has
testified about it when he came here
for his confirmation hearings. In fact,
he had written a book about it.

Many in this body, I fear, have for-
gotten what he said. In a Pentagon
briefing, last week, when he returned
from the theater to brief us on the sta-
tus of the conflict, he reminded us:

[Als I noted during my confirmation hear-
ing, military action is necessary but not [a]
sufficient [condition]. We can provide the
Iraqis an opportunity, but they will have to
exploit it.

Now, I mention this because the ma-
jority leader and others have quoted
General Petraeus as saying this war
can only be won politically, not mili-
tarily. What General Petraeus actually
said was: ‘“Military action is necessary
but not sufficient.”” He has pointed out
over and over that the political com-
promises and decisions and agreements
that need to be made cannot be made
in the context of the violence and in-
stability that exists in Iraq today.

Let me quote him again. He said:

The situation is, in short, exceedingly
challenging, though as I will briefly explain,
there has been progress in several areas in
recent months despite the sensational at-
tacks by al Qaeda, which have, of course,
been significant blows to our effort and
which cause psychological damage that is
typically even greater than their physical
damage.

He said:

And I again note that we are really just
getting started with the new effort.

He concluded by saying:

Success will take continued commitment,
perseverance and sacrifice, all to make pos-
sible an opportunity for the all-important
Iraqi political actions that are the key to
long-term solutions to Iraq’s many problems.
Because we are operating in new areas and
challenging elements in those areas, this ef-
fort may get harder before it gets easier.

He predicted this. He said, likely we
will have more casualties as we ramp
up our efforts because the fighting will
be more intense, and that is a nec-
essary precondition to creating the
peace and stability which we hope to
achieve by this increase in our activ-
ity.

So it is mystifying to me those on
the other side of the aisle can say we
should withdraw now because the war
is lost and that the only solution is a
political solution, but we are going to
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pass a bill denying the President and
General Petraeus, the State Depart-
ment, and others much of the economic
reconstruction funding we need to
achieve the political solution. As the
majority leader noted, there is still
much to be done in Iraq, other than on
the military side of the equation, just
getting things up and running there.

But this is the bill sent to the Presi-
dent, after months of delay, including 2
weeks when the other body was in re-
cess. There, of course, was no recess for
our troops, nor for the Pentagon,
which, according to Secretary Gates, in
an April 11 letter to Congress, told of
the disruptions already taking place.

Let me describe what some of those
disruptions from this lack of funding
are: reducing Army quality-of-life ini-
tiatives, including routine upgrade of
barracks and other facilities; reducing
the repair and maintenance of equip-
ment necessary for deployment train-
ing; curtailing the training of Army
Guard and Reserve units within the
United States, reducing their readiness
levels.

This may be just the beginning of
what is to come if this supplemental
funding is further delayed. The Na-
tional Journal, this morning, reported:
“Democrats have set a Memorial Day
deadline to send Bush a reconstructed
supplemental.” Memorial Day—a
month away. Why the further delay,
when everyone knows the detriment to
the training and equipment avail-
ability for our troops that has resulted
already from the delay in funding? This
would be dangerously irresponsible,
and the impacts will get only more sig-
nificant over time.

Here are some of the additional re-
sults that will occur: reducing the pace
of equipment overhaul work at Army
depots, which will likely exacerbate
the equipment availability problems
facing stateside units; curtailing train-
ing rotations for Brigade Combat
Teams currently scheduled for overseas
deployment. Such a step would likely
require the further extension of cur-
rently deployed forces until their re-
placements were judged ready for de-
ployment. The self-fulfilling prophecy
that would result from the lack of
funding is: Our colleagues on the other
side of the aisle say we are going to
have our troops have to be in theater a
longer period of time. Answer: Yes, if
you continue to deny the funding, that
is exactly what will happen.

It will also delay the acceleration of
additional modularized Army brigades
necessary to expand the Army unit ro-
tational pool and reduce the stress on
existing units. This must be what GEN
Peter Schoomaker, who is the Army
Chief of Staff, meant when he stated,
the Army ‘‘will be forced to take in-
creasingly draconian measures which
will impact Army readiness and impose
hardships on our Soldiers and their
families.”

These political delays are Kkeeping
much needed lifesaving equipment out
of the hands of our troops as well. 1
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supported the amendment offered by
the senior Senator from Delaware to
add an additional $1.5 billion for the
Mine Resistant Ambush Protected ve-
hicles, the so-called MRAPs, which, on
top of the $1.83 billion for the services
the President requested, would get
these vehicles into the field now. As
the senior Senator from Delaware said:

MRAP could reduce the casualties in vehi-
cles due to IED attack by as much as 80 per-
cent.

So why would we further delay the
funding to get these vehicles into the
hands of our troops? Delaying this all
the way to Memorial Day simply
means further delays in getting this
equipment to the troops.

Meanwhile, though we cannot get
this funding to the troops, the major-
ity is feverishly at work adding
unrequested, nonemergency spending
to the bill—all in an apparent effort to
try to cobble together enough votes to
actually pass the bill, since the under-
lying surrender date is so unpopular.

The bill includes over $21 billion in
unrequested items—3$21 billion. Among
them is title V, which provides $3.5 bil-
lion in emergency agricultural assist-
ance—things such as $60 million for
salmon fisheries. The bill also includes
provisions such as—and by the way,
neither the Senate nor the House put
these provisions in the bill; they were
added in the conference committee—
such as an extension of the Pharmacy
Plus program in Wisconsin. Now, I am
on the Finance Committee, and we did
not consider this in the Finance Com-
mittee. It is, obviously, not an emer-
gency, but, apparently, there were
some folks from Wisconsin who could
be brought along in support of the vote
if this was added to the bill.

These provisions have no place in the
bill. They should not return in the
final bill after the President has exer-
cised his veto tomorrow and the major-
ity decides to get serious and pass leg-
islation which the President can actu-
ally sign.

My recommendation to the Presi-
dent, if they are included, is to veto
the bill. The military troops should not
be forced to carry the pork of Members
on their backs. This bill should be ve-
toed both because of the surrender date
and because of the pork. It is time to
end wasteful Washington spending, es-
pecially when it is being carried on the
backs of our troops in an emergency
supplemental bill.

I saw the items: the spinach farms,
the peanut storage, the tropical fish,
bailouts for sugar beets. Let these pro-
visions go through the normal chan-
nels. If they have merit, their sponsors
should be able to carry the day and get
them supported. If not, then we should
not be supporting them anyway. But
let’s not slow down the money for the
troops just in the name of some special
parochial earmark.

One thing that has been lost, I would
add, in the race to enact this strategy
for defeat is the consequences for this
premature—this setting a deadline for
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surrender. Remember, this is the first
time ever in the middle of a war we
would set a date and say: At this time
we will be out of there. The message it
sends to the enemy is—well, it is un-
thinkable. But think about the mes-
sage it sends to the Iraqis who have
fought along our side and to our troops
and their families. It would be a night-
mare for the Iraqi people were we to
leave. As President Bush said:

[T]o step back now would force a collapse
of the Iraqi government, tear the country
apart, and result in mass killings on an un-
imaginable scale.

Do we want to be responsible for that
in this body, the mass killings that
would result—exactly what we criti-
cized Saddam Hussein for when he was
in power? It would not end with an
American withdrawal in Iraq, either.
As General Anthony Zinni said:

This is no Vietnam or Somalia or those
places where you can walk away. If we just
pull out, we will find ourselves back in short
order.

Failing in Iraq would set back the en-
tire region. The Brookings Institu-
tion—no big supporter of the President,
I would add—argues, in their study,
that:

Iraq appears to have many of the condi-
tions most conducive to spillover because
there is a high degree of foreign ‘‘interest”
in Iraq. Ethnic, tribal, and religious troops
within Iraq are equally prevalent in neigh-
boring countries and they share many of the
same grievances. Iraq has a history of vio-
lence with its neighbors, which has fostered
desires for vengeance and fomented constant
clashes. Iraq also possesses resources that its
neighbors covet—oil being the most obvious,
but important religious shrines also figure in
the mix. There is a high degree of commerce
and communication between Iraq and its
neighbors, and its borders are porous. All of
this suggests that spillover from an Iraqi
civil war would tend toward the more dan-
gerous end of the spillover spectrum.

We know Iran and Syria are fostering
instability in Iraq. Al-Qaida and
Hezbollah are both active there as well.
Chaos in Iraq could draw in Saudi Ara-
bia, and Saudi officials have threat-
ened ‘‘massive intervention to stop Ira-
nian-backed Shiite militias from
butchering Iraqi Sunnis.”” Kurdish suc-
cession could well cause Turkish inter-
vention in the region.

Failing in Iraq would be a dramatic
setback in the war on terror. Iraq must
not be divorced from its context—the
struggle between the forces of modera-
tion and extremism in the Muslim
world.

Al-Qaida has been in Iraq since before
the United States invaded and has
dedicated itself to fomenting sectarian
violence there. Much of the violence
between Shia and Sunni is a result of
prodding by al-Qaida, starting pri-
marily with the blowing up of the
Golden Mosque in Samarra.

Osama bin Laden himself referred to
Iraqg—I am quoting him—as the ‘‘cap-
ital of the Caliphate,” arguing that
“The most . . . serious issue today for
the whole world is this Third World
War [that] is raging in [Iraq].”
Those are not my words. That is what
Osama bin Laden said.
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One of the terrorism experts, Peter
Bergen, said this:

[U.S. withdrawal] would fit all too neatly
into Osama bin Laden’s master narrative
about American foreign policy. His theme is
that America is a paper tiger that cannot
tolerate body bags coming home; to back it
up, he cites President Ronald Reagan’s 1984
withdrawal of United States troops from
Lebanon and President Bill Clinton’s deci-
sion nearly a decade later to pull troops from
Somalia. A unilateral pullout from Iraq
would only confirm this analysis of Amer-
ican weakness among his jihadist allies.

Failure in Iraq will encourage further
attacks against the United States and
provide a base from which to plan and
train for attacks.

I must remind my friends, if you are
going to push this legislation through,
the strategy for defeat, you have a re-
sponsibility to tell the American peo-
ple what the consequences will be and
to tell them how you would respond.
These are the burdens of being in the
majority. These are the burdens of
making the difficult decisions we make
in this body.

I urge my colleagues to work to-
gether to develop a supplemental ap-
propriations bill that President Bush
can quickly sign, that will get the
funding to our troops and enable us to
give the strategy a chance to succeed
so that the horrible consequences I
have described will not be the result of
our actions.

The ACTING PRESIDENT pro tem-
pore. The Senator from Tennessee.

————

AMERICA COMPETES ACT

Mr. ALEXANDER. Mr. President,
last week, while the media covered
Iraq and U.S. attorneys, the Senate
spent 3 days debating and passing per-
haps the most important piece of legis-
lation of this 2-year session. Almost no
one noticed. The America COMPETES
Act, which was the name of the legisla-
tion, authorized $60 billion over 4 years
to, among other things, double spend-
ing for physical sciences research, re-
cruit 10,000 new math and science
teachers, and retrain 250,000 more, pro-
vide grants to researchers, and invest
more in high-risk, high-payoff re-
search.

These were recommendations of a
National Academy of Sciences task
force that had been asked to tell Con-
gress—to tell us—exactly what we
needed to do to help America keep its
brainpower advantage so we can keep
our jobs from going to China and India.

Last year, the Senate—but not the

House—enacted task force rec-
ommendations to encourage
“insourcing brainpower’” by giving

legal residency to skilled foreign stu-
dents and researchers. Both Houses ex-
tended the research and development
tax credit.

The process for this legislation was
as exemplary as the substance. Sen-
ators and their staffs worked across
party lines for 2 years. Senior com-
mittee members, chairmen and rank-
ing members, waived jurisdictional

April 30, 2007

prerogatives. The administration par-
ticipated in extensive homework ses-
sions with Senators and outside ex-
perts. The effort was so bipartisan that
when the Senate shifted to the Demo-
crats in January, the new majority
leader and minority leader introduced
the same bill their predecessors had in
the last Congress. Seventy Senators co-
sponsored the legislation. Even though
no cloture motion was filed, 9 amend-
ments were voted upon, and 32 more
amendments were addressed within 4
days. The final vote was 88 to 8.

Anyone who knows the Senate knows
that the final margin masks how dif-
ficult passage was. There were con-
certed efforts to derail the bill by those
with different ideas about policy and
about spending. Yet this success with
competitiveness suggests three lessons
for dealing with other issues that are
simply too big to be solved by one
party alone, such as immigration, to
which the majority leader has indi-
cated we will turn in May, such as
health insurance, such as energy inde-
pendence, such as terrorism, and such
as Iraq.

These are the three lessons as I see
them:

First, most ideas in the Senate fail
for lack of the idea. The first step in
our success was when Senator JEFF
BINGAMAN and I asked the National
Academy of Sciences the following
question more than 2 years ago:

What are the top 10 actions, in priority
order, that Federal policymakers can take to
enhance the science and technology enter-
prise so that the United States can success-
fully compete, prosper and be secure in the
global community of the 21st century?

The Academy’s 21-member task force,
headed by former Lockheed Martin
chairman and CEO Norm Augustine
and including 3 Nobel laureates, gave
up their summer, reviewed hundreds of
proposals, and presented us with 20 spe-
cific recommendations in response to
our question. These 20 recommenda-
tions, along with the work of the Coun-
cil on Competitiveness and the Presi-
dent’s ideas, gave us something to
work with other than pet projects of
various Members of Congress.

The second lesson is that bipartisan-
ship is possible, even on complex
issues. From the framing of the ques-
tion to the introduction of the final
legislation by the majority and minor-
ity leader, every effort was bipartisan.
When Senator DOMENICI, for example,
went to see President Bush, he invited
Senator BINGAMAN, a Democrat, to go,
as well as me, a Republican. Staffs
worked so closely together that no one
could say whether it was a Republican
bill or a Democratic bill.

Third, and finally, the last lesson is
that, unfortunately, bipartisan success,
even on the biggest, most complex
issues, has an excellent chance of re-
maining a secret. Despite the size of
the accomplishment, the passage of the
208-page America COMPETES Act was
barely noticed by the major media.
This is not a complaint, merely an ob-
servation. More than ever, the media,
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outside interest groups, and party
structures reward conflict and the tak-
ing of irreconcilable positions. There is
little reward for reconciling principled
positions into legislation.

Here is another example: The work of
the bipartisan Iraq Study Group was
consigned almost immediately to the
shelf as a bookend. Somewhere, there
is a letter to President Bush from 10
Senators, 5 from each party, offering to
work together with him to help every
American have affordable health insur-
ance.

Although there is not much atten-
tion paid to this kind of legislative ac-
tivity, I am convinced the American
people and most Senators are hungry
for it. I believe the last election was as
much about the conduct of business in
Washington, DC, as it was about the
conduct of the war in Iraq. Americans
are tired of what they perceive as Sen-
ators playing petty, kindergarten, par-
tisan games while there are big issues
that cannot be solved by one party
alone. Americans know we need a polit-
ical solution to Iraq in Washington,
DC, as much as we need one in Bagh-
dad.

The irony is that last week’s cul-
mination of 2 years of work on the
America COMPETES Act demonstrates
that the Senate is capable of tackling
big, complex issues in a bipartisan way,
but that we will have to look beyond
the influences of the media, special in-
terest groups, and the political party
apparatus for encouragement to do it.

Virtue, as ever, will be its own re-
ward.

Mr. President, I yield the floor, and I
suggest the absence of a quorum.

The ACTING PRESIDENT pro tem-
pore. The clerk will call the roll.

The legislative clerk proceeded to
call the roll.

Mr. DORGAN. Mr. President, I ask
unanimous consent that the order for
the quorum call be rescinded.

The ACTING PRESIDENT pro tem-
pore. Without objection, it is so or-
dered.

Mr. DORGAN. Mr. President, I ask
unanimous consent to speak in morn-
ing business for as much time as I may
consume.

The ACTING PRESIDENT pro tem-
pore. Without objection, it is so or-
dered.

Mr. DORGAN. Mr. President, I ask
unanimous consent that Senator WEBB
be recognized following me for a period
of 15 minutes in morning business.

The ACTING PRESIDENT pro tem-
pore. Without objection, it is so or-
dered.

———
IRAQ FUNDING

Mr. DORGAN. Mr. President, there is
a lot of discussion today, and has been
in the last week or two, and perhaps
there will continue to be discussions
about the funding for our troops in
Iraq. I think it is important to say that
the Congress has passed legislation
that will go to the President that actu-
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ally requests more funding than the
President requested for the troops in
Iraq. It also establishes a goal of hop-
ing that perhaps we will be able to ex-
tract our troops from Iraq in a year.
There is not a requirement that Amer-
ican troops be pulled out of Iraq. It es-
tablishes a goal. But what I wish to
talk about today is the part of the bill
that provides a higher level of funding
for the troops than the President re-
quested.

It is regrettable that in this country
we have gone to war in Iraq and to war
in Afghanistan. We have asked very
much of our soldiers to go into harm’s
way—3,300 plus of them have been
killed in Irag—but we have not asked
for similar circumstances from the
American people. We have not asked
for a commitment from the American
people. In fact, the very funding the
President has requested, once again, as
emergency funding is not paid for. The
President says: Let’s have emergency
funding and add it to the debt.

We have not asked the American peo-
ple to pay for the war. We sent the sol-
diers to war with the understanding
that when they come back, they will
inherit the debt and pay for this war.
That doesn’t make sense to me.

Even more than that, the President
says one can contribute to this country
by going shopping, going to the mall.
So we send soldiers to war, and we go
to the mall. Where is the national com-
mitment? Where is it that we have
asked the American people to go to war
against terrorism, to go to war in Iraq
with the American soldiers?

I remind everyone that what we did
in the Second World War—and by the
way, this war has now lasted longer
than the Second World War. But in the
Second World War, our country mobi-
lized. There was Rosie the Riveter.
There were three shifts at the manu-
facturing plants. We had our capability
humming in this country producing ev-
erything we needed for that war. We
had rationing. We had factory lights on
24 hours a day.

William Manchester wrote a book,
“The Glory and the Dream.” He de-
scribes what we did. He said this:

From an initial keel-to-delivery time of
over 200 days, Henry Kaiser cut the average
work time on a liberty ship to 40 days. In
1944, he was launching a new escort aircraft
carrier every week, and they were turning
out entire cargo ships in 17 days. During the
first 212 days of 1945, they completed 247
cargo ships, better than one a day.

We had this country’s productive ca-
pacity revved up full speed. When Sta-
lin met with FDR and Churchill in the
mid-1940s before the end of the war, he
said: Thank God for America’s produc-
tive capability, America’s manufac-
turing capability.

Here is what they did. Manchester, in
“The Glory and the Dream,” described
this. I want us to think about this just
for a moment: From 1941 to 1945, We
turned out 296,000 warplanes, 102,000
tanks, 2.4 million trucks, 8,700 war-
ships, and 5,400 cargo ships. America
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went to war. In the last year of the
Second World War, we were producing
4,000 warplanes a month in our fac-
tories. Contrast that with what is hap-
pening today.

The reason I ask these questions, the
reason I come to the floor to ask those
questions is because of this picture.
This is a picture of something called an
MRAP, Mine Resistant Ambush Pro-
tected vehicle, which is much safer
than the humvee. This version of the
MRAP is what the Commandant of the
Marine Corps said we need in Iraq, 6,700
of them.

There have been 300 IED attacks in
Iraq against this version of the MRAP.
Not one death. Let me say that again.
There have been 300 attacks by an IED
against this vehicle in Iraq; not one
death in those attacks.

We have had 3,342 U.S. troops killed
in Iraq, 70 percent of them caused by
IEDs, improvised explosive devices.
The Commandant of the Marine Corps
says this vehicle will save three-
fourths of the lives that are being lost.
Eighty percent of the casualties from
IEDs will be saved with this safer vehi-
cle.

Why do I raise this question in the
context of what we did in the Second
World War? Because we have been pro-
ducing about 45 of these vehicles a
month. At a time when the Com-
mandant of the Marine Corps says we
need 6,700 in Iraq to safeguard the sol-
diers going on patrol in Iraq, with the
capability that this vehicle will save
three-fourths of the lives that are now
being lost, we are producing 45 a
month. They say they want 6,700 in
Iraq, and the President has requested
less than a third of that amount. We
wrote money in this appropriations
bill, $1.2 billion, to substantially in-
crease the number of MRAP vehicles
that must be produced and must be
sent to Iraq to save lives.

Let me read, if I might, James
Conway, Commandant of the Marine
Corps, understanding I am talking
about this MRAP:

The MRAP vehicle has a dramatically bet-
ter record of preventing fatal and serious in-
juries from attacks by IEDs. The Com-
mander of Multinational Force West esti-
mates that the use of MRAP could reduce
the casualties in vehicles due to IED attacks
by as much as 80 percent.

This is from the Commandant of the
Marine Corps. Why is it we could
produce 4,000 warplanes a month at the
end of the Second World War in support
of our fighting men and women, and we
produce 45 MRAPs a month in this
country? Why is it we surge our troops
to Iraq but don’t surge our production
of the MRAP vehicle, just as one exam-
ple, that would provide dramatic in-
creased protection against the lost of
life from IEDs? Why will we not surge
this? Why is this less important? I
don’t understand this at all. We go to
war, but it is just the troops, not the
country?

There was a story in USA Today,
April 19:
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In more than 300 attacks since last year,
no Marines have died while riding in the new
fortified armored vehicles the Pentagon
would like to rush to Iraq, the Marine Com-
mander in Anbar Province said. Attacks on
other vehicles cause more than two casual-
ties per attack, including deaths.

IEDs are responsible for 70 percent of
the casualties in Iraq. Yet, while this
country has sent its soldiers to war, it
has not mobilized the country. We do
not have third shifts with the lights on
24 hours a day. We don’t have Henry
Kaiser producing 1 ship a day, 4,000
warplanes a month. In fact, this relates
to something else I have talked a lot
about on the floor of the Senate. Only
two U.S. steel mills are qualified to
produce the special armored steel for
the Defense Department at this point—
two. Both have been acquired by for-
eign companies in the past year and a
half.

Let me say that again: Only two U.S.
steel mills are qualified to produce ar-
mored steel for the Defense Depart-
ment. Both have been acquired by for-
eign companies in the past year and a
half. Oregon Steel is now owned by
Evraz Group S.A. of Russia. The Inter-
national Steel Group was acquired by
the Dutch conglomerate  Arcelor
Mittal.

The Defense Department has re-
quested that the armor steel made by
both firms be categorized with what is
called a ‘DX’ rating for the MRAP
program. DX stands for the highest na-
tional urgency. Under the 1950 Defense
Production Act, any item with a DX
rating gets top priority and must be
furnished to the U.S. Government in
advance of any other customers. Sev-
eral other items that are critical to the
MRAP vehicles—ballistic glass, trans-
missions, and Mack Truck chasses—are
also supposed to receive the DX rating.

I am told Defense officials are in ne-
gotiations with both the steel mills I
mentioned, that are foreign owned, to
make sure there will be enough steel
available for the various kits they need
for the MRAP vehicle.

The point I want to make is simple:
In the Second World War, we had some
unbelievably brave soldiers, men and
women who went halfway around the
world to fight because their country
asked them to fight for this country’s
freedom. But it was more than just sol-
diers; it was in virtually every manu-
facturing plant in this country and
with virtually every citizen, through
rationing, through production, through
the capability to produce what the sol-
diers needed.

Contrast what we did in the Second
World War with what we do today. We
decide to send the soldiers to Iraq, but
we make only a few of the MRAP vehi-
cles that would save so many of those
lives that are now being lost to IED ex-
plosions. We can’t do this. This ought
not be acceptable to anybody in this
country. If we are going to war, the
country needs to go to war with the
soldiers. When the President sends us
an appropriations request and says, Oh,
by the way, the MRAP is a lower pri-
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ority, we are not going to fund it, we
are not going to ask for what the Ma-
rine Corps Commandant says is nec-
essary in the field, we will ask for
slightly less than a third of that num-
ber of vehicles—this Congress fortu-
nately has said no, Mr. President, that
is not what we are going to accept. We
decided to invest in these vehicles as
quickly as we can and move them to
Iraq so when soldiers are on patrol and
they are hit with an IED, they have
better armor and a better opportunity
to protect their lives.

There will be a lot of discussion in
the coming days about who is right and
who is wrong on all the funding issues
with respect to Iraq. I want my col-
leagues to understand a couple of
things. First, we have actually in-
creased the funding requested by the
President. We have increased the fund-
ing for couple of reasons. No. 1, we
added funds for safer vehicles that the
President did not request enough of
will save the lives of troops; No. 2, we
had to add funds for military and VA
medical care because the President did
not request enough money to care for
the injured soldiers coming back from
Iraq and Afghanistan. We increased the
funding for both. We have actually in-
creased the funding for the troops.

I understand there is a disagreement
about the language with respect to
Iraq. Ours establishes a ‘‘goal,” not a
requirement, a goal, hoping we can ex-
tract our soldiers from the middle of a
civil war in Iraq within a year. That is
a goal. I know the President and others
suggest that somehow fully funding the
troops and even adding more where it
was necessary and establishing such a
goal is pulling the rug out from under
the troops, but nothing could be fur-
ther from the truth. What I think in-
jures our troops is to decide we are
going to surge the troops but we will
not surge the equipment necessary to
protect them. That is wrong. This Con-
gress has said it is wrong in the legisla-
tion we have passed.

I hope in the coming days and in the
coming conflicts, whether it is dealing
with Iraq or dealing with the terrorist
threat around the world, we will decide
in the future never again to send our
soldiers in a manner that allows us not
to use the full impact, the full capa-
bility of the American people to
produce that which the soldiers need to
do their jobs. That has been the case,
regrettably, here.

Early in the Iraq war I received e-
mails where people would send me pic-
tures that illustrated what they were
trying to do to protect themselves.
Their humvees were not armored, so
soldiers had welded patches of various
kinds of metal to make them stronger.
But now we have a new vehicle that
can save a dramatic number of lives.
The President’s budget did not request
nearly the money for it that should
have been requested. So Congress added
to it. I hope this is the first step to do
what we should do with America’s ca-
pacity to say to the soldiers: You have
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not gone to war alone. This country
goes to war with you, with every capa-
bility we have to protect you.

I yield the floor and I suggest the ab-
sence of a quorum.

The PRESIDING OFFICER (Ms. KLO-
BUCHAR). The clerk will call the roll.

The assistant legislative clerk pro-
ceeded to call the roll.

The PRESIDING OFFICER. The Sen-
ator from Virginia is recognized.

Mr. WEBB. I ask the quorum call be
rescinded and that I be allowed to
speak for 15 minutes as in morning
business.

The PRESIDING OFFICER. Without
objection, it is so ordered.

———

VIETNAM

Mr. WEBB. Madam President, today
is a day that, for Vietnamese around
the world, is as significant as the dis-
tinctions we often make between B.C.
and A.D. in other cultures. Thirty-two
years ago today the Communist forces
from North Vietnam finished their con-
quest of the south and South Vietnam
ceased to exist. Ho Chi Minh would like
to say the motivation for pursuing this
war was independence and freedom. If
we were to discuss independence, in the
sense of removing foreign involvement,
at that moment they were arguably
correct. But if we were to discuss true
issues of freedom, the aspirations of
freedom for millions of people in Viet-
nam ceased on that day.

Some liked to call the conquest of
South Vietnam liberation. For millions
of Vietnamese around the world it was
the loss of everything, including their
country. A million people were sent
into reeducation camps, and 240,000 of
them stayed in those camps for longer
than 4 years, some as long as 18 years;
56,000 died in those reeducation camps;
an estimated 1 million people jumped
into the sea during some periods, with
more than a b50-percent chance of
dying, and many of them ended up in
this country. We currently have today
in this country 2 million people of Vi-
etnamese descent.

I do not want, at this moment, to
refight the Vietnam war, nor do I want
to dwell too much on the differences
between the Vietnam war and the
present war. But I have seen people on
both sides talk about the Iraq war as if
there were some correlation to Viet-
nam. I want to say that, for those who
worry about how we withdrew from
Vietnam, there is not a parallel. For
those who worry, frankly, how we went
into Vietnam, there is not a parallel.
There are different continents, dif-
ferent governmental systems, different
issues with respect to our national ob-
jectives. In Vietnam we assisted an ex-
isting government that had been cre-
ated by international agreement. We
fought side by side with an army that
itself lost 245,000 soldiers dead on the
battlefield. We fought for a very long
time with the support of the American
people—a reality that is sometimes
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missed today as we look back on the
tragic way the Vietnam war ended. A
1972 Harris poll showed even 8 years
after we began our involvement in
Vietnam, the American people agreed
by a margin of 74 percent to 11 percent
that it was important that South Viet-
nam not fall into the hands of the Com-
munists. We rarely hear those statis-
tics today. We rarely hear that view-
point.

I stand here as someone who still
today supports our national objectives
in Vietnam and who was an early warn-
ing voice with respect to the strategic
inadvisability of going into Iraq. On
this special day of remembrance for so
many Vietnamese around the world, I
wish to give a salute, first, to our Viet-
nam veterans who fought with such
great honor, whose sacrifices are rarely
remembered in an affirmative sense.
We saw 58,000 Americans die on the
battlefields of Vietnam and more than
300,000 wounded; 3 million people
served.

I also wish to thank the veterans of
the South Vietnamese Army who also
are so frequently wrongly portrayed in
history. They fought alongside us.
Many of them fought very well. As I
mentioned earlier, 245,000 of them died
in the battlefield and many more went
through struggles after the war that
are very difficult for Americans to di-
gest. Imagine being in a reeducation
camp for 13% years, where you are al-
lowed to see your family for 15 minutes
a year. Imagine not having veterans
status, either in Vietnam or in the
United States, after having gone
through, in some cases, 12 years on a
battlefield.

I wish to thank those Vietnamese,
the truly forgotten warriors who stood
alongside us on the battlefield. I also
wish to express my pride and apprecia-
tion to the Vietnamese who came to
this country and showed us the
strength of their culture, showed us
what could have happened if South
Vietnam had remained free. We now
have 2 million Vietnamese Americans
living in this country and they have
done enormously well.

With respect to the Hanoi Govern-
ment—I have been dealing with the
Hanoi Government since 1991 when I
first returned to Vietnam. I have made
many trips back to Vietnam in many
different capacities. They have made
significant strides since those early
days when they essentially were a Sta-
linist system. There is a 1ot to be proud
of in terms of the transformations that
have been going on in Vietnam. Viet-
nam is growing. It is growing economi-
cally. We have much work to do. We
have much work to do in terms of en-
couraging that political system to open
up, to allow religious freedom, to allow
greater political freedom. We are on a
pathway where, with the right kind of
dialog, I believe that is going to occur.

I think the best legacy for us to have
when we look back at that era would
be to see Vietnam, the Vietnam of
today, as a strategic and commercial
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partner but also as a vibrant, open so-
ciety whose Government reflects the
strength of the culture itself, a
strength that has been demonstrated
over and over again by the Vietnamese
who have come to this country and
who, I am proud to say, are now Ameri-
cans.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Illinois is recognized.

——
SUPPLEMENTAL APPROPRIATIONS

Mr. DURBIN. Madam President, I
come to the floor of the Senate today
where there is an opportunity for a his-
toric moment. We have passed, despite
critics who doubted it, a bill which is
being sent to the President tomorrow.
This bill is the supplemental appro-
priations bill for the war in Iraq. It is
the seventh supplemental bill the
President has asked for. These bills by
their nature are supposed to be unex-
pected appropriations bills for unan-
ticipated disasters and emergencies.

President Bush has decided to fund
this war with these so-called emer-
gency appropriations bills. It is hard to
argue, in the fifth year of this war,
that it is unanticipated that our troops
need help. They are going to continue
to need help as long as the President
keeps them in Iraq and in the fight.

The President has already signaled
his punch. We know what he is going to
do with this bill. He said he is going to
veto this bill. This will be the second
veto in the 6 years or more that George
W. Bush has served as President. Only
twice will he have used his veto pen.
The first was to stop a bill for stem cell
research, a bill that had passed the
House and the Senate with bipartisan
support. I will not go through the lit-
any of Republicans and Democrats who
supported it. I was one. We sent it to
the President urging him to reconsider
his position that we ought to cut off
medical research if it meant using em-
bryonic stem cells, that it was better
to use them for research than to have
them discarded, thrown away. Use
them for the valuable pursuit of cures
for illnesses and diseases so that people
suffering from diabetes, Parkinson’s
and Alzheimer’s, spinal cord injury, so
many other different diseases, heart
disease, for example, that they would
have a chance with this research.

The President said, no, used his veto
pen for the very first time and stopped
that bill to continue to stop Federal
funding of that research. I think the
President was wrong and I believe oth-
ers believe that as well.

Now we have a bill that is also about
life and death. This is a bill about war.
What we have said to the President is:
We will give you money to sustain our
troops in battle. In fact, we will give
you more than you asked for our
troops, but we want you to understand,
as most Americans do, that we need a
plan to bring our troops home.

The idea of funding this war indefi-
nitely and watching it continue day by
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weary day, month by bloody month, is
unacceptable to the majority of Ameri-
cans, unacceptable to the majority of
the Members of the House and Senate.

When we started down this path just
a few weeks ago, there were some who
doubted that we would be able to find
enough Democrats and Republicans to
pass an alternative, a timetable for re-
deployment of our troops. But we did.
Despite the fact that there were 50
Democrats and 49 Republicans, that
one of the Senators in our ranks voted
with the other side of the aisle, we
have been able to find at least two Re-
publican Senators who will stand with
us for the argument that it is time for
American troops to start coming home.

But the President has said he is
going to veto this bill. It will be ironic
if he vetoes it tomorrow because, you
see, tomorrow is the fourth anniver-
sary of the President’s announcement
that our mission had been accom-
plished in Iraq, 4 years ago today we
were told.

We have had 3,351 killed in Iraq, 3,351
soldiers, marines, sailors, and airmen. I
called many of the families who have
lost someone, dropped a note to others,
attended a few funerals along the way
when my schedule allowed. It is a
heart-sickening feeling for a father
like myself to walk into a funeral of a
young man, 19, 20, 21 years of age, to
watch parents with the pride, of
course, in the service of their son or
daughter, but the realization that they
are gone, and what it means for the
rest of their life. Madam President,
3,351 funerals. Maybe we don’t realize
that number because this administra-
tion has carefully avoided scenes where
we would be reminded. They would not
allow us to film the return of flag-
draped caskets. What an irony that in
the United Kingdom the flag-draped
caskets have become the center of a
national observance, the center of na-
tional respect as people pour out to
show how much they cared for that
fallen soldier. But in America it is kept
quiet, but not quiet enough, because we
know what is happening. We know
what is happening to our country, and
we know it has to change.

Madam President, today the former
Director of the CIA, George Tenet, has
published his book, ‘“‘At the Center of
the Storm.”” I worked with Mr. Tenet
for 4 years as a member of the Senate
Intelligence Committee. There were
times when I was inspired by his public
face and times when I was angry at
some of the things he did or said or
failed to do. He was, indeed, a public
servant, and one with a long career. In
the preface to this book, which talks
about the war in Iraq in many parts,
we have a section which I would like to
read into the RECORD. It is an impor-
tant section for all of us to reflect
upon.

George Tenet speaks about the day
after 9/11. Imagine, the head of the Cen-
tral Intelligence Agency. America has
been attacked for the first time since
the British in the War of 1812. More
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than 3,000 innocent Americans died.
The Nation is in turmoil, fear, and
anger over what has occurred, and you
are the person responsible for gath-
ering the intelligence to find out who
did it and how to stop them from ever
doing it again.

He talks about the morning after,
Wednesday, September 12, dawned as
the first full day of a world gone mad.
Nothing would ever be the same: Early
that morning, operating on only a few
hours’ sleep, I headed out of my front
door to the armored Ford Expedition
that was waiting to carry me to see the
President of the United States.

He talks about his journey to the
White House early on the morning of
Wednesday, September 12. This is the
part I think is important to note.

George Tenet writes:

All this weighed heavily on my mind as I
walked beneath the awning that leads to the
West Wing and saw Richard Perle exiting the
building just as I was about to enter. Perle
was one of the godfathers of the
neoconservative movement, and at that time
he was head of the Defense Policy Board, an
independent advisory group to the Secretary
of Defense. Ours was little more than a pass-
ing acquaintance. As the doors closed behind
him, we made eye contact and nodded. I had
just reached the door myself when Perle
turned to me and said, quote: Iraq has to pay
a price for what happened yesterday. They
bear responsibility.

Tenet writes:

I was stunned but said nothing. Eighteen
hours earlier, I had scanned passenger mani-
fests from the four hijacked airplanes that
showed beyond a doubt that al-Qaida was be-
hind the attacks. Over the months and years
to follow, we would carefully examine the
potential of collaborative roles for state
sponsors. The intelligence, then and now,
however, showed no evidence of Iraqi com-
plicity.

At the Secret Service security checkpoint,
I looked back at Perle and thought: What
the hell is he talking about? Moments later
a second thought came to me: Who has Rich-
ard Perle been meeting with in the White
House so early in the morning on today of all
days? I never learned the answer to that
question.

That is not a surprising story, al-
though it is stunning because we have
heard the same. This administration,
hours after the attack of 9/11, decided
that Iraq had to be our next target.
The Director of the Central Intel-
ligence Agency, a man privy to all of
the classified information, said then
and now there was no connection. Yet
here we are today, 3,351 fallen soldiers,
25,000 or more seriously injured, 8,000 or
9,000 returning as amputees and vic-
tims of traumatic brain injury.

Many of us believe it is time for the
Iraqis to take responsibility for their
own country. We have spent over 500
billion American dollars in Iraq, not
just for our military but for the Iraqi
people as well. We have given them our
most precious treasure, the lives of our
soldiers. We have given them from our
Treasury freely in an effort to try to
give them a chance to rule their own
country.

Their dictator, Saddam Hussein, is
gone. They have been given free elec-
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tions and an opportunity to write their
own constitution. We have waited pa-
tiently as they have failed time and
time again to meet their own targets
for progress.

April 4, a few weeks ago, Leon Pa-
netta, a former Member of the House of
Representatives from California,
former Chief of Staff to President Bill
Clinton, a member of the Iraq Study
Group, wrote an article in the New
York Times entitled, ‘“What About
Those Other Iraq Deadlines?”” Everyone
should read this because what Mr. Pa-
netta has done is to lay out all of the
deadlines which the Iraqis set for
themselves, not deadlines we imposed
on them but set for themselves, to
bring order to their country.

Mr. Panetta shows, time and again,
how they have failed. The Iraqis prom-
ised to achieve, by the end of 2006 or
early 2007, the approval of a provincial
election law. So far no progress. Ap-
proval of a law to regulate the oil in-
dustry and share revenues. While the
Council of Ministers has approved a
draft, it has yet to be approved by par-
liament. Approval of the
debaathification laws to reintegrate of-
ficials of the former regime and Arab
nationalists into public life. No
progress. Approval of a law to rein in
sectarian militias. No progress. By
March, the Government promised to
hold a referendum on constitutional
amendments. No progress.

By May the Prime Minister com-
mitted to putting in place the law con-
trolling militias. No progress. The ap-
proval of the amnesty agreement. No
progress. The completion of all rec-
onciliation efforts. No progress. The
Iraqi Government promised to hold
provincial elections. No date has been
set. The list goes on and on.

The point I would like to make for
the record is that while the Iraqis take
their sweet time deciding the tough po-
litical decisions that they face to have
a stable country, our soldiers die.

Tomorrow, the President is likely to
veto our suggestion that our soldiers
start coming home. What message will
that send the Iraqis? It will send the
message it is business as usual: Prob-
lems in your country? Dial 9-1-1. Order
up 20,000 American soldiers. Political
difficulties? Take your time. The
Americans are standing guard over
your country while your civil strife
continues. That is the message of
President Bush’s veto. It is a message
which says to the Iraqis: Continue
business as usual.

Many of us on a bipartisan basis in
the House and Senate think that is ex-
actly the wrong message. If there is
anything Prime Minister Maliki should
understand it is that the American
people and their representatives in
Congress have had enough. It is our be-
lief that the Iraqis need to take respon-
sibility for their own future.

I think we understand, as we listen to
these missed deadlines, that these are
not just shortcomings but symptoms of
a reconciliation within Iraq that may
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not be possible. That is a hard thing to
say, but it is a conclusion which we
have to at least consider.

There was never an exit strategy for
this war, a war which was conceived in
the hours after the attack of 9/11, and a
war which the former Director of the
Central Intelligence Agency cannot
link to that tragic event. There was
never an exit strategy and without set-
ting benchmarks we have given our
issue of national security to an Iraqi
Government that cannot get it to-
gether.

Primary Minister Maliki has fallen
in and out of favor with this White
House. Stephen Hadley, the President’s
adviser on issues of national security,
at one time had a memo leaked which
suggested he was running out of pa-
tience. Then the White House said
later, that is not the official position.
But it is a reality of what we face
today, a reality that suggests that Mr.
Maliki may not be up to this job.

If the President does not care for our
exit strategy to bring American troops
home, what is his exit strategy? Is it to
stay there indefinitely? To wait, as he
has suggested, for another President, 20
months from now, to take up this chal-
lenge? Twenty months? Twenty
months of losing more soldiers, twenty
months of spending $8 to $10 billion a
month rather than spend it in the
United States for our own people, for
their security and their prosperity?

What would happen if the President’s
escalation of this war, which has gone
through many different names—surge,
augmentation, you name it. What it
means is 20,000 to 30,000 more soldiers
are put in harm’s way. What happens if
it is successful and secures Baghdad?
Does that mean our soldiers can come
home? I don’t think so. I am afraid in
the President’s view of things it is just
one step in a long series of steps that
continue to require the presence of our
troops.

Madam President, last week I came
to the floor of the Senate for the ninth
time recounting my personal experi-
ence in the lead-up to the vote on this
war. I talked about the fact that I was
a member of the Senate Intelligence
Committee when this vote came up.

As a member of the Intelligence
Committee, we meet in closed session,
no access by the press or public. The
room is carefully guarded. It is swept
to make sure there are no listening de-
vices. People in our Government come
in to brief the Intelligence Committee
with the most sensitive, delicate, and
important intelligence information. It
is an understanding of every member of
the committee that, unlike other com-
mittees, we are not supposed to talk.
What we hear in that room is supposed
to stay in that room. I am sure there
are breaches from time to time, but
conscientious Senators do their best to
avoid doing so. We understand that
many times that nugget of informa-
tion, as important as it may be, could
involve a human life somewhere, some-
one who has risked their life to tell us
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something important to keep us safe.
We have to take that information just
that seriously.

In the lead-up to the war in Iraq, we
were given these briefings by members
of the Bush administration about why
they felt we had to invade. I would sit
in that room and listen day after day
to hours and hours of testimony. What
I heard then has now been declassified,
so we can speak of it openly, but at the
time, we couldn’t. It was classified in-
formation, top-secret information, not
to be disclosed. As I listened to the ad-
ministration debating one another
about whether there was a potential
for nuclear weapons or whether there
were weapons of mass destruction, it
became obvious to me that even within
the administration there were serious
doubts about some of the things which
were being told to the American peo-
ple. It troubled me. I said as much on
the floor last week and say it again
this week.

It was interesting, after having said
that, one of the more ultraconservative
publications, the Washington Times,
has been critical of me for not dis-
closing classified information. Senator
NELSON knows what I am talking
about. Had I walked out to the micro-
phones and said: The Bush administra-
tion is in a battle within its own ranks
as to whether this is true, you can
imagine the next morning’s headline:
“Durbin Discloses Classified Informa-
tion From the Intelligence Com-
mittee.”” I couldn’t do it. None of us
could from that committee.

I accept the challenge from these ul-
traconservative publications and some
of their blogs. I think I did the only
thing I could do. With my conscience
and with my own knowledge, I voted
against this war, feeling at the time
that it was a mistake for us to go for-
ward. I still feel it was a mistake. Now
we to have do something to turn that
around. We have to start bringing our
soldiers home.

I hope that when the President has a
chance to veto this bill or sign it to-
morrow, he will stop and think for a
moment. If he fails to sign this bill, he
will, unfortunately, endanger the lives
of American soldiers who are wedded to
his failed policy in Iraq. These fine
men and women in uniform are the
very best in America. They are doing
their duty. They didn’t write this pol-
icy. That was written by the Com-
mander in Chief and those who work
for him. They will go into battle as in-
structed and risk their lives day in and
day out. But we know, with 3,351 dead
and no end in sight, we have to move
forward.

When the President vetoes this bill,
if he chooses to make that decision, he
will be vetoing billions of dollars for
National Guard equipment that we
added to his request. He will be vetoing
billions of dollars for military hos-
pitals so we don’t have the scandal we
had at Walter Reed a few weeks ago. He
will be vetoing billions of dollars for us
to put into veterans hospitals to take

CONGRESSIONAL RECORD — SENATE

care of returning wounded soldiers. He
will be vetoing billions of dollars for
Hurricane Katrina relief that is long
overdue. The President has a chance in
signing this bill to not only move us in
an orderly manner to bringing Amer-
ican troops home but serving so many
other important needs for this country.
I hope he won’t just instinctively and
reflexively veto the bill. I hope he will
consider that it is time for change and
it is time for a new direction.

The PRESIDING OFFICER. The Sen-
ator from Florida is recognized.

Mr. NELSON of Florida. Madam
President, I commend my colleague
from Illinois for the very cogent and
heartfelt plea he has made that this
Government function as it should be-
tween the three branches and that the
appropriations process is one which is
joined between the executive branch
and the legislative branch. It was never
intended to be all one way or not. Yet
that is what publicly has been insisted
by the White House on this Iraq fund-
ing bill. It is expected that the Presi-
dent is going to veto this legislation.
Then the question is, Are we going to
be able to have a meeting of the minds?
Can we have a little bit less partisan-
ship and a lot more, as the Good Book
says, come let us reason together? It is
my hope that we will see more of that.

———

EXPANSION OF DRILLING

Mr. NELSON of Florida. Madam
President, I rise to speak to the Senate
because there is another thing the ex-
ecutive branch of Government has done
today; that is, the Secretary of the In-
terior has announced a vast new expan-
sion of drilling off of the continental
United States. The one area proposed
for lease sale for oil and gas production
and drilling that is acceptable is the
area we negotiated in the legislation
we passed last year, which is lease sale
181 in the central Gulf of Mexico and
part of the eastern Gulf of Mexico.
Members will recall that this has been
a 6-year struggle, of which this Senator
from Florida actually had to engage in
a filibuster in 2005 to protect the inter-
ests of my State, as well as the inter-
ests of the U.S. military, and finally
prevailed in that protection in 2006,
when we agreed to an area that could
be drilled, but it was kept far from the
coast of Florida and away from the
military testing and training area,
which is the largest testing and train-
ing area in the world for our military.
Why that? Because where we are test-
ing sophisticated new weapons systems
and where there is live ordnance in-
volved covering a vast array of space,
you simply cannot have oil rigs on the
surface of the water below where all of
this testing utilizing new ordnance is
going on.

So what the Secretary of the Interior
has proposed is some exploration in
those areas we approved last year,
which was approved with this Senator’s
consent because we protected the fi-
nancial, economic interests of Florida,
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keeping the oil drilling away from our
precious, sugary, white-sand beaches,
which spawn a $52 billion-a-year tour-
ism industry, keeping it away from the
bays and estuaries that are so nec-
essary to the ongoing marine life, and
at the same time protecting the U.S.
military and its interests to have its
weapons tested so they are ready to go
in case they are needed.

The proposal today also includes
other areas off the continental United
States; with the concurrence of Vir-
ginia, 50 miles off the shore of Virginia.
I would think the States of South
Carolina and North Carolina ought to
have something to say about that. I
would think the State of Delaware or
the State of New Jersey ought to have
something to say about that because
the wind and wave action doesn’t just
keep a potential oil spill right off of
Virginia, even if Virginia wanted that
drilling 50 miles off of its coast. There
is a major tourism industry built on
the beauty of those beaches in North
Carolina as well as the beaches of Dela-
ware and New Jersey, not to even
speak of the beaches of South Carolina.

The other part the Secretary of the
Interior is proposing is four different
areas off the coast of Alaska. We cer-
tainly remember the concerns, which
were valid concerns, as a result of the
Exxon Valdez disaster decades ago. But
my argument against this proposal by
the Secretary of the Interior goes far
beyond those valid concerns I have just
mentioned. It goes to the heart of the
matter of national security and protec-
tion of the national economy; that is,
we have an economy and a defense pos-
ture that puts us in the position today
of being reliant on foreign oil to the
tune of 60 percent of our daily con-
sumption of oil coming from foreign
shores in places such as the Persian
Gulf region, Nigeria, and Venezuela,
three parts of the world that are not
necessarily stable and of which Ven-
ezuela—you have seen the kind of dif-
ficulty we have had with the President
of Venezuela, who continues to threat-
en that he is going to cut off the oil to
us and, by the way, that is 12 percent of
our daily consumption.

Then someone would say: If that is
true, why not drill for more oil?

In the first place, as to this drilling
off Alaska, the oil wouldn’t be ready
for another 10 years. The economic cri-
sis is today. The national security cri-
sis is today. The United States has 3
percent of the world’s oil reserves, but
the United States consumes 25 percent
of the world’s oil production. It doesn’t
take a mathematical genius to figure
out that you can’t drill your way out of
the problem.

That brings me to the crux of my ar-
gument. The present policy of the ad-
ministration is to drill, drill, drill. We
simply have to change that policy. We
have to go to alternative fuels. We
have to go to increased mileage stand-
ards on our vehicles; otherwise, we can
never get out of this problem of de-
pendence on foreign oil, all the time
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making ourselves easily seduced by ar-
guments of drill, drill, drill, with oil
companies having record profits and
with, of course, the people, our folks,
all of us, having to endure $3 a gallon
gasoline.

In an ideal world, you could say that
you could do both—yes, in an ideal
world. But this isn’t an ideal world.
This is a world in which the policy has
always been drill, drill, drill. We have
to break that policy. We have to start
on things just like this proposal which
is another part of the drill strategy of
this administration. Only then are we
going to protect our national security
and only then are we going to protect
our national economy by shifting to
other fuels and to vehicles of which we
easily have the technology now to get
40 miles per gallon on the fleet average
instead of 27 miles per gallon on the
fleet average.

You can imagine, if we can do that,
instead of relying on a plan to drill for
more oil that is not going to become
available for another 10 years—if we
will change the policy right now, which
will have an immediate effect, starting
tomorrow, on our consumption of oil—
then, only then, will America start to
move on a path truly toward energy
independence.

Madam President, I yield the floor.

—————

CONCLUSION OF MORNING
BUSINESS

The PRESIDING OFFICER. Morning
business is now closed.

PRESCRIPTION DRUG USER FEE
AMENDMENTS OF 2007

The PRESIDING OFFICER. Under
the previous order, the Senate will pro-
ceed to the consideration of S. 1082,
which the clerk will report by title.

The assistant legislative clerk read
as follows:

A Dbill (8. 1082) to amend the Federal Food,
Drug, and Cosmetic Act to reauthorize and
amend the prescription drug user fee provi-
sions, and for other purposes.

The Senate proceeded to consider the
bill, which had been reported from the
Committee on Health, Education,
Labor, and Pensions, with an amend-
ment to strike all after the enacting
clause and insert in lieu thereof the
following:

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“Food and Drug
Administration Revitalication Act”.

TITLE I—PRESCRIPTION DRUG USER FEES
SEC. 101. SHORT TITLE; REFERENCES IN TITLE.

(a) SHORT TITLE.—This title may be cited as
the ‘““‘Prescription Drug User Fee Amendments of
2007,

(b) REFERENCES IN TITLE—Except as other-
wise specified, whenever in this title an amend-
ment is expressed in terms of an amendment to
a section or other provision, the reference shall
be considered to be made to a section or other
provision of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 301 et seq.).

SEC. 102. DRUG FEES.
Section 735 (21 U.S.C. 379g) is amended—
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(1) by striking the section designation and all
that follows through ‘‘For purposes of this sub-
chapter:”’ and inserting the following:

“SEC. 735. DRUG FEES.

““(a) PURPOSE.—It is the purpose of this part
that the fees authorized under this part be dedi-
cated toward expediting the drug development
process, the process for the review of human
drug applications, and postmarket drug safety,
as set forth in the goals identified for purposes
of this part in the letters from the Secretary to
the Chairman of the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate and
the Chairman of the Committee on Energy and
Commerce of the House of Representatives, as
set forth in the Congressional Record.

“(b) REPORTS.—

‘(1) PERFORMANCE REPORT.—For fiscal years
2008 through 2012, not later than 120 days after
the end of each fiscal year during which fees
are collected under this part, the Secretary shall
prepare and submit to the Committee on Health,
Education, Labor, and Pensions of the Senate
and the Committee on Energy and Commerce of
the House of Representatives, a report con-
cerning the progress of the Food and Drug Ad-
ministration in achieving the goals identified in
the letters described in subsection (a) during
such fiscal year and the future plans of the
Food and Drug Administration for meeting the
goals. The report for a fiscal year shall include
information on all previous cohorts for which
the Secretary has not given a complete response
on all human drug applications and supple-
ments in the cohort.

““(2) FISCAL REPORT.—For fiscal years 2008
through 2012, not later than 120 days after the
end of each fiscal year during which fees are
collected under this part, the Secretary shall
prepare and submit to the Committee on Health,
Education, Labor, and Pensions of the Senate
and the Committee on Energy and Commerce of
the House of Representatives, a report on the
implementation of the authority for such fees
during such fiscal year and the use, by the Food
and Drug Administration, of the fees collected
during such fiscal year for which the report is
made.

““(3) PUBLIC AVAILABILITY.—The Secretary
shall make the reports required under para-
graphs (1) and (2) available to the public on the
Internet website of the Food and Drug Adminis-
tration.

““(c) REAUTHORIZATION.—

““(1) CONSULTATION.—In  developing rec-
ommendations to present to Congress with re-
spect to the goals, and plans for meeting the
goals, for the process for the review of human
drug applications for the first § fiscal years
after fiscal year 2012, and for the reauthoriza-
tion of this part for such fiscal years, the Sec-
retary shall consult with—

“(A) the Committee on Energy and Commerce
of the House of Representatives;

‘“(B) the Committee on Health, Education,
Labor, and Pensions of the Senate;

“(C) scientific and academic experts;

“(D) health care professionals;

“(E) representatives of patient and consumer
advocacy groups; and

“(F) the regulated industry.

‘“(2) PUBLIC REVIEW OF RECOMMENDATIONS.—
After negotiations with the regulated industry,
the Secretary shall—

““(A) present the recommendations developed
under paragraph (1) to the Congressional com-
mittees specified in such paragraph;

“(B) publish such recommendations in the
Federal Register;

“(C) provide for a period of 30 days for the
public to provide written comments on such rec-
ommendations;

“(D) hold a meeting at which the public may
present its views on such recommendations; and

‘“(E) after consideration of such public views
and comments, revise such recommendations as
necessary.
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“(3) TRANSMITTAL OF RECOMMENDATIONS.—
Not later than January 15, 2012, the Secretary
shall transmit to Congress the revised rec-
ommendations under paragraph (2), a summary
of the views and comments received under such
paragraph, and any changes made to the rec-
ommendations in response to such views and
comments.

‘“(d) DEFINITIONS.—For purposes of this
part:”’;

(2) in subsection (d)—

(4) in paragraph (1)—

(i) in subparagraph (A4), by striking

““505(b)(1),”’ and inserting ‘‘505(b), or’’;

(ii) by striking subparagraph (B);

(iii) by redesignating subparagraph (C) as
subparagraph (B); and

(iv) in the matter following subparagraph (B),
as so redesignated, by striking ‘‘subparagraph
(C)” and inserting ‘‘subparagraph (B)’’;

(B) in paragraph (3)(C), by—

(i) striking ‘‘the list”’ and inserting ‘‘the list
(not including the discontinued section of such
list)”’; and

(ii) striking ‘“‘a list”’ and inserting ‘‘a list (not
including the discontinued section of such a
list)”’;

(C) in paragraph (4), by inserting before the
period at the end the following: ‘‘(such as cap-
sules, tablets, and lyophilized products before
reconstitution)’’;

(D) by amending paragraph (6)(F) to read as
follows:

‘“(F) In the case of drugs approved under
human drug applications or supplements,
postmarket safety activities, including—

‘(i) collecting, developing, and reviewing
safety information on approved drugs (including
adverse event reports);

““(ii) developing and using improved adverse
event data collection systems (including infor-
mation technology systems); and

““(iii) developing and using improved analyt-
ical tools to assess potential safety problems (in-
cluding by accessing external data bases).”’;

(E) in paragraph (8)—

(i) by striking “April of the preceding fiscal
year’ and inserting ‘‘October of the preceding
fiscal year’’; and

(ii) by striking
“October 1996°’;

(F) by redesignating paragraph (9) as para-
graph (10); and

(G) by inserting after paragraph (8) the fol-
lowing:

““(9) The term ‘person’ includes an affiliate of
such person.’’.

SEC. 103. AUTHORITY TO ASSESS AND USE DRUG
FEES.

(a) TYPES OF FEES.—Section 736(a) (21 U.S.C.
379h(a)) is amended—

(1) in the matter preceding paragraph (1), by
striking ‘2003’ and inserting ‘‘2008’;

(2) in paragraph (1)—

(4) in subparagraph (D)—

(i) in the heading, by inserting ‘‘OR WITH-
DRAWN BEFORE FILING” after ““REFUND OF FEE IF
APPLICATION REFUSED FOR FILING”’; and

(ii) by inserting before the period at the end
the following: ‘‘or withdrawn without a waiver
before filing’’;

(B) by redesignating subparagraphs (E) and
(F) as subparagraphs (F) and (G), respectively;
and

(C) by inserting after subparagraph (D) the
following:

‘“(E) FEE FOR APPLICATION PREVIOUSLY RE-
FUSED FOR FILING OR WITHDRAWN BEFORE FIL-
ING.—An application or supplement that has
been refused for filing or that was withdrawn
before filing, if filed under protest or resub-
mitted, shall be subject to the fee under sub-
paragraph (A) (unless an exception under sub-
paragraph (C) or (F) applies or the fee is waived
or reduced under subsection (d)), without regard
to previous payment of such a fee and the re-
fund of 75 percent of that fee under subpara-
graph (D).”’; and

“April 1997 and inserting
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(3) in paragraph (2)—

(4) in subparagraph (A), by striking ‘‘sub-
paragraph (B)”’ and inserting ‘‘subparagraphs
(B) and (C)’’; and

(B) by adding at the end the following:

‘“(C) SPECIAL RULES FOR COMPOUNDED
POSITRON EMISSION TOMOGRAPHY DRUGS.—

‘““(i) IN GENERAL.—Except as provided in
clause (ii), each person who is named as the ap-
plicant in an approved human drug application
for a compounded positron emission tomography
drug shall be subject under subparagraph (A) to
one-quarter of an annual establishment fee with
respect to each such establishment identified in
the application as producing compounded
positron emission tomography drugs under the
approved application.

““(ii) EXCEPTION FROM ANNUAL ESTABLISHMENT
FEE.—Each person who is named as the appli-
cant in an application described in clause (i)
shall not be assessed an annual establishment
fee for a fiscal year if the person certifies to the
Secretary, at a time specified by the Secretary
and using procedures specified by the Secretary,
that—

‘(1) the person is a not-for-profit medical cen-
ter that has only 1 establishment for the produc-
tion of compounded positron emission tomog-
raphy drugs; and

‘“(I1) at least 95 percent of the total number of
doses of each compounded positron emission to-
mography drug produced by such establishment
during such fiscal year will be used within the
medical center.”’.

(b) FEE REVENUE AMOUNTS.—Section 736(b)
(21 U.S.C. 379n(b)) is amended to read as fol-
lows:

‘““(b) FEE REVENUE AMOUNTS.—Except as pro-
vided in subsections (c), (d), (f), and (g), fees
under subsection (a) shall be established to gen-
erate the following revenue amounts, in each
fiscal year beginning with fiscal year 2008 and
continuing through fiscal year 2012:
$392,783,000, plus an adjustment for workload on
$354,893,000 of this amount. Such adjustment
shall be made in accordance with the workload
adjustment provisions in effect for fiscal year
2007, except that instead of commercial inves-
tigational new drug applications submitted to
the Secretary, all commercial investigational
new drug applications with a submission during
the previous 12-month period shall be used in
the determination. One-third of the revenue
amount shall be derived from application fees,
one-third from establishment fees, and one-third
from product fees.”’.

(c) ADJUSTMENTS TO FEES.—

(1) INFLATION ADJUSTMENT.—Section 736(c)(1)
(21 U.S.C. 379h(c)(1)) is amended—

(A) in the matter preceding subparagraph (A)
by striking ‘‘The revenues established in sub-
section (b)”’ and inserting ‘‘Beginning with fis-
cal year 2009, the revenues established in sub-
section (b)”’;

(B) in subparagraph (A) by striking ‘“‘or
the end;

(C) in subparagraph (B) by striking the period
at the end and inserting ‘‘, or,”’;

(D) by inserting after subparagraph (B) the
following:

‘“(C) the average annual change in the cost,
per full-time equivalent position of the Food and
Drug Administration, of all personnel com-
pensation and benefits paid with respect to such
positions, for the first 5 fiscal years of the pre-
vious 6 fiscal years.”’; and

(E) in the matter following subparagraph (C)
(as added by this paragraph), by striking ‘‘fiscal
year 2003 and inserting ‘‘fiscal year 2008”°.

(2) WORKLOAD ADJUSTMENT.—Section 736(c)(2)
(21 U.S.C. 379h(c)(2)) is amended—

(A) in the matter preceding subparagraph (A,)
by striking 2004’ and inserting ‘‘2009”’;

(B) in the first sentence of subparagraph
(A)—

(i) by striking ‘‘, commercial investigational
new drug applications’” and inserting ‘‘(ad-
justed for changes in review activities)”’; and
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(ii) by inserting before the period at the end **,
and the change in the number of commercial in-
vestigational new drug applications with a sub-
mission during the previous 12-month period
(adjusted for changes in review activities)’’;

(C) in subparagraph (B), by adding at the end
the following new sentence: ‘‘Further, any ad-
justment for changes in review activities made
in setting fees and fee revenue amounts for fis-
cal year 2009 may not result in the total work-
load adjustment being more than 2 percentage
points higher than it would be absent the ad-
justment for changes in review activities.”’; and

(D) by adding at the end the following:

“(C) The Secretary shall contract with an
independent accounting firm to study the ad-
justment for changes in review activities applied
in setting fees for fiscal year 2009 and to make
recommendations, if warranted, on future
changes in the methodology for calculating the
adjustment for changes in review activity. After
review of the recommendations by the inde-
pendent accounting firm, the Secretary shall
make appropriate changes to the workload ad-
justment methodology in setting fees for fiscal
years 2010 through 2012. If the study is not con-
ducted, no adjustment for changes in review ac-
tivities shall be made after fiscal year 2009.’.

(3) RENT AND RENT-RELATED COST ADJUST-
MENT.—Section 736(c) (21 U.S.C. 379h(c)) is
amended—

(4) by redesignating paragraphs (3), (4), and
(5) as paragraphs (4), (5), and (6), respectively;
and

(B) by inserting after paragraph (2) the fol-
lowing:

“(3) RENT AND RENT-RELATED COST ADJUST-
MENT.—Beginning with fiscal year 2010, the Sec-
retary shall, before making the adjustments
under paragraphs (1) and (2), reduce the fee
amounts established in subsection (b), if actual
costs paid for rent and rent-related exrpenses are
less than $11,721,000. The reductions made
under this paragraph, if any, shall not exceed
the amounts by which costs fell below
311,721,000, and shall not exceed $11,721,000 in
any fiscal year.”’.

(4) FINAL YEAR ADJUSTMENT.—Section 736(c)
(21 U.S.C. 379h(c)) is amended—

(4) in paragraph (4), as redesignated by this
subsection—

(i) by striking 2007 each place it appears
and inserting ‘2012”°; and

(ii) by striking ‘2008’ and inserting ‘2013"’;
and

(B) in paragraph (5), as redesignated by this
subsection, by striking ‘2002 and inserting
“2007.

(d) FEE WAIVER OR REDUCTION.—Section
736(d) (21 U.S.C. 379n(d)) is amended—

(1) in paragraph (1), in the matter preceding
subparagraph (A), by—

(A4) inserting ‘‘to a person who is named as
the applicant’” after “‘The Secretary shall
grant’’;

(B) inserting ‘‘to that person’’ after ‘‘a waiver
from or a reduction of one or more fees as-
sessed’’; and

(C) striking
mines’’;

(2) by redesignating paragraphs (2) and (3) as
paragraphs (3) and (4), respectively;

(3) by inserting after paragraph (1) the fol-
lowing:

““(2) EVALUATION.—For the purpose of deter-
mining whether to grant a waiver or reduction
of a fee under paragraph (1), the Secretary shall
consider only the circumstances and assets of
the applicant and any affiliate of the appli-
cant.”’; and

(4) in paragraph (4), as redesignated by this
subsection, in subparagraph (A), by inserting
before the period at the end ‘‘, and that does not
have a drug product that has been approved
under a human drug application and introduced
or delivered for introduction into interstate com-
merce’’.

(e) CREDITING AND AVAILABILITY OF FEES.—

“finds” and inserting ‘‘deter-
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(1) AUTHORIZATION OF APPROPRIATIONS.—Sec-
tion 736(9)(3) (21 U.S.C. 379h(g)(3)) is amended
to read as follows:

““(3) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated for fees
under this section such sums as are authorized
to be assessed and collected under this section in
each of fiscal years 2008 through 2012.°°.

(2) OFFSET.—Section 736(g)(4) (21
379h(9)(4)) is amended to read as follows:

‘““(4) OFFSET.—If the cumulative amount of
fees collected during fiscal years 2008, 2009, and
2010, plus the amount estimated to be collected
for fiscal year 2011, exceeds the amount of fees
specified in aggregate in appropriation Acts for
such fiscal years, the aggregate amount in ex-
cess shall be credited to the appropriation ac-
count of the Food and Drug Administration as
provided in paragraph (1), and shall be sub-
tracted from the amount of fees that would oth-
erwise be authorized to be collected under this
section pursuant to appropriation Acts for fiscal
year 2012.7°.

(f) CONFORMING AMENDMENTS.—

(1) Section 736(a) (21 U.S.C. 379h(a)), as
amended by this section, is amended—

(A) in paragraph (1)(A), by striking ‘‘sub-
section (c)(4)’ each place it appears and insert-
ing ‘“‘subsection (c)(5)”’;

(B) in paragraph (2), by striking ‘‘subsection
(c)(4)”’ and inserting ‘‘subsection (c)(5)’’; and

(C) in paragraph (3), by striking ‘‘subsection
(c)(4)’ and inserting ‘‘subsection (c)(5)’’.

(2) Section 736 A(h)(3), as added by section 104
of this title, is amended by striking “‘735(3)”’ and
inserting ““735(d)(3)”’.

SEC. 104. AUTHORITY TO ASSESS AND USE PRE-
SCRIPTION DRUG ADVERTISING
FEES.

Chapter VII, subchapter C, part 2 (21 U.S.C.
379g et seq.) is amended by adding after section
736 the following new section:

“SEC. 736A. PROGRAM TO ASSESS AND USE FEES
FOR THE ADVISORY REVIEW OF PRE-
SCRIPTION DRUG ADVERTISING.

“(a) TYPES OF DIRECT-TO-CONSUMER TELE-
VISION ADVERTISEMENT REVIEW FEES.—Begin-
ning with fiscal year 2008, the Secretary shall
assess and collect fees in accordance with this
section as follows:

‘“(1) ADVISORY REVIEW FEE.—

‘““(A) IN GENERAL.—Except as provided in sub-
paragraph (B), each person that on or after Oc-
tober 1, 2007, submits a proposed direct-to-con-
sumer television advertisement for advisory re-
view by the Secretary prior to its initial public
dissemination shall be subject to a fee estab-
lished under subsection (c)(3).

‘“(B) EXCEPTION FOR REQUIRED SUBMISSIONS.—
A direct-to-consumer television advertisement
that is required to be submitted to the Secretary
prior to initial public dissemination shall not be
assessed a fee unless the sponsor designates it as
a submission for advisory review.

“(C) PAYMENT.—The fee required by subpara-
graph (A) shall be due not later than October 1
of the fiscal year in which the direct-to-con-
sumer television advertisement shall be sub-
mitted to the Secretary for advisory review.

‘(D) MODIFICATION OF ADVISORY REVIEW
FEE.—

““(i) LATE PAYMENT.—If, on or before Novem-
ber 1 of the fiscal year in which the fees are
due, a person has mot paid all fees that were
due and payable for advisory reviews identified
in response to the Federal Register notice de-
scribed in subsection (c)(3)(A), the fees shall be
regarded as late. Such fees shall be due and
payable 20 days before any direct-to-consumer
television advertisement is submitted by such
person to the Secretary for advisory review. Not-
withstanding any other provision of this sec-
tion, such fees shall be due and payable for
each of those advisory reviews in the amount of
150 percent of the advisory review fee estab-
lished for that fiscal year pursuant to Ssub-
section (c)(3).

““(ii) LATE NOTICE OF SUBMISSION.—If any per-
son submits any direct-to-consumer television
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advertisements for advisory review that are in
excess of the number identified by that person in
response to the Federal Register notice described
in subsection (c)(3)(4), that person must pay a
fee for each of those advisory reviews in the
amount of 150 percent of the advisory review fee
established for that fiscal year pursuant to sub-
section (c)(3). Fees under this subparagraph
shall be due 20 days before the direct-to-con-
sumer television advertisement is submitted by
such person to the Secretary for advisory re-
view.

‘“(E) LIMITS.—

‘(i) IN GENERAL.—The payment of a fee under
this paragraph for a fiscal year entitles the per-
son that pays the fee to acceptance for advisory
review by the Secretary of 1 direct-to-consumer
television advertisement and acceptance of 1 re-
submission for advisory review of the same ad-
vertisement. The advertisement shall be sub-
mitted for review in the fiscal year for which the
fee was assessed, except that a person may carry
over no more than 1 paid advisory review sub-
mission to the mext fiscal year. Resubmissions
may be submitted without regard to the fiscal
year of the initial advisory review submission.

‘“(ii) NO REFUND.—Except as provided by sub-
section (f), fees paid under this paragraph shall
not be refunded.

“(iii)) NO WAIVER, EXEMPTION, OR REDUC-
TION.—The Secretary shall not grant a waiver,
exemption, or reduction of any fees due or pay-
able under this section.

““(iv) NON-TRANSFERABILITY.—The right to an
advisory review is not transferable, except to a
successor in interest.

““(2) OPERATING RESERVE FEE.—

““(A) IN GENERAL.—Each person that, on or
after October 1, 2007, is assessed an advisory re-
view fee under paragraph (1) shall be subject to
an operating reserve fee established under sub-
section (d)(2) only in the first fiscal year in
which an advisory review fee is assessed.

‘““(B) PAYMENT.—Ezxcept as provided in Sub-
paragraph (C), the fee required by subpara-
graph (4) shall be due not later than October 1
of the first fiscal year in which the person is re-
quired to pay an advisory review fee under
paragraph (1).

“(C) LATE NOTICE OF SUBMISSION.—If, in the
first fiscal year of a person’s participation in
the Program, that person submits any direct-to-
consumer television advertisements for advisory
review that are in excess of the number identi-
fied by that person in response to the Federal
Register notice described in subsection (c)(3)(4),
that person must pay an operating reserve fee
for each of those advisory reviews equal to the
advisory review fee for each submission estab-
lished under paragraph (1)(D)(ii). Fees required
by this subparagraph shall be in addition to the
fees required under subparagraph (B), if any.
Fees under this subparagraph shall be due 20
days before any direct-to-consumer television
advertisement is submitted by such person to the
Secretary for advisory review.

‘“(b) ADVISORY REVIEW FEE REVENUE
AMOUNTS.—Fees under subsection (a)(1) shall be
established to generate revenue amounts of
$6,250,000 for each of fiscal years 2008 through
2012, as adjusted pursuant to subsection (c).

““(c) ADJUSTMENTS.—

““(1) INFLATION ADJUSTMENT.—Beginning with
fiscal year 2009, the revenues established in sub-
section (b) shall be adjusted by the Secretary by
notice, published in the Federal Register, for a
fiscal year to reflect the greater of—

“(A) the total percentage change that oc-
curred in the Consumer Price Index for all
urban consumers (all items; United States city
average), for the 12-month period ending June
30 preceding the fiscal year for which fees are
being established;

‘““(B) the total percentage change for the pre-
vious fiscal year in basic pay under the General
Schedule in accordance with section 5332 of title
5, as adjusted by any locality-based com-
parability payment pursuant to section 5304 of
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such title for Federal employees stationed in the
District of Columbia; or

“(C) the average annual change in the cost,

per full-time equivalent position of the Food and
Drug Administration, of all personnel com-
pensation and benefits paid with respect to such
positions, for the first 5 fiscal years of the pre-
vious 6 fiscal years.
The adjustment made each fiscal year by this
paragraph shall be added on a compounded
basis to the sum of all adjustments made each
fiscal year after fiscal year 2008 under this sub-
section.

““(2) WORKLOAD ADJUSTMENT.—

““(A) IN GENERAL.—Beginning with fiscal year
2009, after the fee revenues established in sub-
section (b) of this section are adjusted for a fis-
cal year for inflation in accordance with para-
graph (1), the fee revenues shall be adjusted fur-
ther for such fiscal year to reflect changes in
the workload of the Secretary with respect to
the submission of proposed direct-to-consumer
television advertisements for advisory review
prior to initial broadcast.

‘“(B) DETERMINATION OF WORKLOAD ADJUST-
MENT.—

‘(i) IN GENERAL.—The workload adjustment
under this paragraph for a fiscal year shall be
determined by the Secretary—

“(I) based upon the number of direct-to-con-
sumer television advertisements identified pur-
suant to paragraph (3)(A) for that fiscal year,
excluding allowable previously paid carry over
submissions; and

“(1I) by multiplying the number of such ad-
vertisements projected for that fiscal year that
exceeds 150 by $27,600 (adjusted each year begin-
ning with fiscal year 2009 for inflation in ac-
cordance with paragraph (1)).

““(ii) PUBLICATION IN FEDERAL REGISTER.—The
Secretary shall publish in the Federal Register,
as part of the notice described in paragraph (1),
the fee revenues and fees resulting from the ad-
justment made under this paragraph and the
supporting methodologies.

“(C) LIMITATION.—Under mo circumstances
shall the adjustment made under this paragraph
result in fee revenues for a fiscal year that are
less than the fee revenues established for the
prior fiscal year.

““(3) ANNUAL FEE SETTING.—

“(A) NUMBER OF ADVERTISEMENTS.—The Sec-
retary shall, 120 days before the start of each
fiscal year, publish a notice in the Federal Reg-
ister requesting any person to notify the Sec-
retary within 30 days of the number of direct-to-
consumer television advertisements the person
intends to submit for advisory review by the Sec-
retary in the next fiscal year. Notification to the
Secretary of the number of advertisements a per-
son intends to submit for advisory review prior
to initial broadcast shall be a legally binding
commitment by that person to pay the annual
advisory review fee for that number of submis-
sions on or before October 1 of the fiscal year in
which the advertisement is intended to be sub-
mitted. A person shall at the same time also no-
tify the Secretary if such person intends to use
a paid submission from the previous fiscal year
under subsection (a)(1)(E)(i). If such person
does not so notify the Secretary, all submissions
for advisory review shall be subject to advisory
review fees.

‘““(B) ANNUAL FEE.—The Secretary shall, 60
days before the start of each fiscal year, estab-
lish, for the mext fiscal year, the direct-to-con-
sumer television advertisement advisory review
fee under subsection (a)(1), based on the rev-
enue amounts established under subsection (b),
the adjustments provided under this subsection
and the number of direct-to-consumer television
advertisements identified pursuant to subpara-
graph (A4), excluding allowable previously paid
carry over submissions. The annual advisory re-
view fee shall be established by dividing the fee
revenue for a fiscal year (as adjusted pursuant
to this subsection) by the number of direct-to-
consumer television advertisements identified
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pursuant to subparagraph (4), excluding allow-
able previously paid carry over submissions.

“(C) FISCAL YEAR 2008 FEE LIMIT.—Notwith-
standing subsection (b), the fee established
under subparagraph (B) for fiscal year 2008 may
not be more than $83,000 per submission for ad-
Visory review.

‘(D) ANNUAL FEE LIMIT.—Notwithstanding
subsection (b), the fee established under sub-
paragraph (B) for a fiscal year after fiscal year
2008 may not be more than 50 percent more than
the fee established for the prior fiscal year.

‘“(E) LiMIT.—The total amount of fees obli-
gated for a fiscal year may not exceed the total
costs for such fiscal year for the resources allo-
cated for the process for the advisory review of
prescription drug advertising.

““(d) OPERATING RESERVES.—

‘““(1) IN GENERAL.—The Secretary shall estab-
lish in the Food and Drug Administration sala-
ries and expenses appropriation account with-
out fiscal year limitation a Direct-to-Consumer
Advisory Review Operating Reserve, of at least
$6,250,000 in fiscal year 2008, to continue the
Program in the event the fees collected in any
subsequent fiscal year pursuant to subsection
(c)(3) do mot generate the fee revenue amount
established for that fiscal year.

““(2) FEE SETTING.—The Secretary shall estab-
lish the operating reserve fee under subsection
(a)(2)(A) for each person required to pay the fee
by multiplying the number of direct-to-consumer
television advertisements identified by that per-
son pursuant to subsection (c)(3)(4) by the advi-
sory review fee established pursuant to sub-
section (c)(3) for that fiscal year. In mo case
shall the operating reserve fee assessed be less
than the operating reserve fee assessed if the
person had first participated in the Program in
fiscal year 2008.

““(3) USE OF OPERATING RESERVE.—The Sec-
retary may use funds from the reserves under
this subsection only to the extent necessary in
any fiscal year to make up the difference be-
tween the fee revenue amount established for
that fiscal year under subsection (b) and the
amount of fees collected for that fiscal year pur-
suant to subsection (a), or to pay costs of ending
the Program if it is terminated pursuant to sub-
section (f) or if it is not reauthorized after fiscal
year 2012.

““(4) REFUND OF OPERATING RESERVES.—With-
in 120 days of the end of fiscal year 2012, or if
the Program is terminated pursuant to sub-
section (f), the Secretary, after setting aside suf-
ficient operating reserve amounts to terminate
the Program, shall refund all amounts remain-
ing in the operating reserve on a pro rata basis
to each person that paid an operating reserve
fee assessment. In no event shall the refund to
any person exceed the total amount of operating
reserve fees paid by such person pursuant to
subsection (a)(2).

““(e) EFFECT OF FAILURE TO PAY FEES.—Not-
withstanding any other law or regulation of the
Secretary, a submission for advisory review of a
direct-to-consumer television advertisement sub-
mitted by a person subject to fees under sub-
section (a) shall be considered incomplete and
shall not be accepted for review by the Secretary
until all fees owed by such person under this
section have been paid.

“(f) EFFECT OF INADEQUATE FUNDING OF PRO-
GRAM.—

‘(1) FIRST FISCAL YEAR.—If on November 1,
2007, or 120 days after enactment of the Pre-
scription Drug User Fee Amendments of 2007,
whichever is later, the Secretary has received
less than $11,250,000 in advisory review fees and
operating reserve fees combined, the Program
shall be terminated and all collected fees shall
be refunded.

““(2) SUBSEQUENT FISCAL YEARS.—Beginning in
fiscal year 2009, if, on November 1 of a fiscal
year, the combination of the operating reserves,
annual fee revenues from that fiscal year, and
unobligated fee revenues from prior fiscal years
is less than $9,000,000, adjusted for inflation (in
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accordance with subsection (c)(1)), the Program
shall be terminated, and the Secretary shall no-
tify all participants, retain any money from the
unused advisory review fees and the operating
reserves needed to terminate the Program, and
refund the remainder of the unused fees and op-
erating reserves. To the extent required to termi-
nate the Program, the Secretary shall first use
unobligated advisory review fee revenues from
prior fiscal years, then the operating reserves,
and then unused advisory review fees from the
relevant fiscal year.

““(9) CREDITING AND AVAILABILITY OF FEES.—

““(1) IN GENERAL.—Fees authorized under sub-
section (a) shall be collected and available for
obligation only to the extent and in the amount
provided in advance in appropriations Acts.
Such fees are authorized to remain available
until expended. Such sums as may be necessary
may be transferred from the Food and Drug Ad-
ministration salaries and expenses appropria-
tion account without fiscal year limitation to
such appropriation account for salaries and ex-
penses with such fiscal year limitation. The
sums transferred shall be available solely for the
process for the advisory review of prescription
drug advertising.

““(2) COLLECTIONS AND APPROPRIATION ACTS.—
The fees authorized by this section—

‘““(A) shall be retained in each fiscal year in
an amount not to exceed the amount specified in
appropriation Acts, or otherwise made available
for obligation for such fiscal year; and

‘““(B) shall be available for obligation only if
appropriated budget authority continues to sup-
port at least the total combined number of full-
time equivalent employees in the Food and Drug
Administration, Center for Drug Evaluation and
Research, Division of Drug Marketing, Adver-
tising, and Communications, and the Center for
Biologics Evaluation and Research, Advertising
and Promotional Labeling Branch supported in
fiscal year 2007.

“(3) AUTHORIZATION OF APPROPRIATIONS.—
There are authoriced to be appropriated for fees
under this section not less than 36,250,000 for
each of fiscal years 2008, 2009, 2010, 2011, and
2012, as adjusted to reflect adjustments in the
total fee revenues made under this section, plus
amounts collected for the reserve fund under
subsection (d).

‘““(4) OFFSET.—Any amount of fees collected
for a fiscal year under this section that exceeds
the amount of fees specified in appropriation
Acts for such fiscal year shall be credited to the
appropriation account of the Food and Drug
Administration as provided in paragraph (1),
and shall be subtracted from the amount of fees
that would otherwise be collected under this sec-
tion pursuant to appropriation Acts for a subse-
quent fiscal year.

‘““(h) DEFINITIONS.—For purposes of this sec-
tion:

‘(1) The term ‘advisory review’ means review-
ing and providing advisory comments regarding
compliance of a proposed advertisement with the
requirements of this Act prior to its initial public
dissemination.

““(2) The term ‘carry over submission’ means a
submission for an advisory review for which a
fee was paid in a fiscal year that is submitted
for review in the following fiscal year.

‘“(3) The term ‘direct-to-consumer television
advertisement’ means an advertisement for a
prescription drug product as defined in section
735(3) intended to be displayed on any television
channel for less than 2 minutes.

‘““(4) The term ‘person’ includes an individual,
a partnership, a corporation, and an associa-
tion, and any affiliate thereof or successor in
interest.

““(5) The term ‘process for the advisory review
of prescription drug advertising’ means the ac-
tivities necessary to review and provide advisory
comments on proposed direct-to-consumer tele-
vision advertisements prior to public dissemina-
tion and, to the extent the Secretary has addi-
tional staff resources available under the Pro-
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gram that are not necessary for the advisory re-
view of direct-to-consumer television advertise-
ments, the activities necessary to review and
provide advisory comments on other proposed
advertisements and promotional material prior
to public dissemination.

“(6) The term ‘Program’ means the Program to
assess, collect, and use fees for the advisory re-
view of prescription drug advertising established
by this section.

“(7) The term ‘resources allocated for the
process for the advisory review of prescription
drug advertising’ means the expenses incurred
in connection with the process for the advisory
review of prescription drug advertising for—

“(A) officers and employees of the Food and
Drug Administration, contractors of the Food
and Drug Administration, advisory committees,
and costs related to such officers, employees,
and committees, and to contracts with such con-
tractors;

“(B) management of information, and the ac-
quisition, maintenance, and repair of computer
resources;

“(C) leasing, maintenance, renovation, and
repair of facilities and acquisition, mainte-
nance, and repair of fixtures, furniture, Sci-
entific equipment, and other necessary materials
and supplies;

““(D) collection of fees under this section and
accounting for resources allocated for the advi-
sory review of prescription drug advertising;
and

“(E) terminating the Program under sub-
section (f)(2), if necessary.

“(8) The term ‘resubmission’ means a subse-
quent submission for advisory review of a direct-
to-consumer television advertisement that has
been revised in response to the Secretary’s com-
ments on an original submission. A resubmission
may not introduce significant new concepts or
creative themes into the television advertise-
ment.

““(9) The term ‘submission for advisory review’
means an original submission of a direct-to-con-
sumer television advertisement for which the
sponsor voluntarily requests advisory comments
before the advertisement is publicly dissemi-
nated.

“SEC. 736B. SUNSET.

“This part shall cease to be effective on Octo-
ber 1, 2012, except that subsection (b) of section
736 with respect to reports shall cease to be ef-
fective on January 31, 2013.”.

SEC. 105. SAVINGS CLAUSE.

Notwithstanding section 509 of the Prescrip-
tion Drug User Fee Amendments of 2002 (21
U.S.C. 3799 note), and notwithstanding the
amendments made by this title, part 2 of sub-
chapter C of chapter VII of the Federal Food,
Drug, and Cosmetic Act, as in effect on the day
before the date of enactment of this title, shall
continue to be in effect with respect to human
drug applications and supplements (as defined
in such part as of such day) that on or after Oc-
tober 1, 2002, but before October 1, 2007, were ac-
cepted by the Food and Drug Administration for
filing with respect to assessing and collecting
any fee required by such part for a fiscal year
prior to fiscal year 2008.

SEC. 106. TECHNICAL AMENDMENT.

Section 739 (21 U.S.C. 379j-11) is amended in
the matter preceding paragraph (1), by striking
“subchapter’ and inserting ‘‘part’’.

SEC. 107. EFFECTIVE DATES.

(a) IN GENERAL.—Except as provided in sub-
section (b), the amendments made by this title
shall take effect October 1, 2007.

(b) EXCEPTION.—The amendment made by sec-
tion 104 of this title shall take effect on the date
of enactment of this title.

TITLE II—-DRUG SAFETY
SEC. 200. SHORT TITLE.

This title may be cited as the ‘‘Enhancing
Drug Safety and Innovation Act of 2007,
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Subtitle A—Risk Evaluation and Mitigation
Strategies
SEC. 201. RISK EVALUATION.

(a) IN GENERAL.—Subsection (k) of section 505
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) is amended by adding at the end the
following:

““(3) RISK IDENTIFICATION AND ASSESSMENT.—

‘““(A) ROUTINE ACTIVE SAFETY MONITORING.—
The Secretary shall facilitate a public-private
partnership to—

‘(i) implement a routine active monitoring
system for postmarket drug safety; and

‘“‘(ii) focus postmarket studies under sub-
section (0)(4)(B) and postapproval clinical trials
under subsection (0)(4)(C) more effectively on
cases for which reports under paragraph (1) and
other safety signal detection is not sufficient to
resolve whether there is an elevated risk of a se-
rious adverse event associated with use of a
drug.

““(B) PUBLIC-PRIVATE PARTNERSHIP.—The pub-
lic-private partnership described in subpara-
graph (A) shall—

““(i) develop a mechanism for the pooling of
relevant data from Federal and private elec-
tronic health care population databases that—

“(I) includes, in aggregate—

“(aa) at least 25,000,000 patients by January
1, 2009; and

“(bb) at least 100,000,000 patients by January
1, 2012;

“(I1) allows access to full-text medical records,
where available;

“(I1II) takes into consideration the need for
data completeness, coding, cleansing, and trans-
mission;

“(1V) may, on a temporary or permanent
basis, implement systems or products developed
by private entities; and

‘“(V) complies with the requirements of the
Health Insurance Portability and Account-
ability Act of 1996;

“‘(ii) support the routine and systematic col-
lection and analysis of utilization and safety
data from such pooled databases and from the
Food and Drug Administration with respect to
prescription drugs; and

“(iii) allow for prompt investigation of pri-
ority drug safety questions, including—

“(I) unresolved safety questions for drugs or
classes of drugs; and

“(II) for a newly-approved drug—

“(aa) safety signals from clinical trials used to
approve the drug and from other preapproval
trials;

““(bb) rare, serious drug adverse events; and

““(cc) the safety of use in domestic populations
not included in the trials used to approve the
drug (such as older people, people with
comorbidities, pregnant women, or children).

“(C) OTHER APPROACHES.—

‘““(¢i) IN GENERAL.—The Secretary shall de-
velop, support, and participate in other ap-
proaches, including in other public-private part-
nerships, to gather and analyze data and infor-
mation relevant to priority drug safety ques-
tions, including—

“(1) approaches that are complimentary to the
routine active safety monitoring described in
subparagraphs (A) and (B), especially with re-
spect to assessing the safety of use of a drug in
domestic populations not included in the trials
used to approve the drug (such as older people,
people with comorbidities, pregnant women, or
children); and

“(11) existing approaches such as the Vaccine
Adverse Event Reporting System and the Vac-
cine Safety Datalink or successor databases.

““(ii) BEST PRACTICES.—With respect to such
other approaches, the Secretary shall develop
and implement best practices in epidemiology
and the use of improved analytic tools.

‘(D) PUBLIC PROCESS FOR PRIORITY QUES-
TIONS.—At least biannually, the Secretary shall
seek recommendations from the Drug Safety and
Risk Management Advisory Committee (or suc-
cessor committee) and from other advisory com-
mittees, as appropriate, to the Food and Drug
Administration on—
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‘(i) priority drug safety questions; and

‘“‘(ii) mechanisms for answering such ques-
tions, including through—

“(I) routine active safety monitoring; and

‘“(II) when such monitoring is not sufficient,
postmarket studies under subsection (0)(4)(B)
and postapproval clinical trials under sub-
section (0)(4)(C).

“(E) ANALYSIS OF DRUG SAFETY DATA.—The
Secretary shall engage independent private re-
search groups, including through the Centers
for Education and Research on Therapeutics
provided for under section 905 of the Public
Health Service Act, to conduct analyses of data
relating to priority drug safety questions.

‘““(F) USE OF ANALYSES.—The Secretary shall
provide the analyses described under subpara-
graph (E), including the methods and results of
such analyses, about a drug to the sponsor or
sponsors of such drug.

“(G) PUBLIC AVAILABILITY OF ANALYSES.—The
Secretary shall make the analyses described
under subparagraph (E), including the methods
and results of such analyses, available to the
public for review and comment.

‘“(H) QUALIFIED ENTITIES.—

‘(i) IN GENERAL.—The Secretary shall enter
into contracts with a sufficient number of quali-
fied entities to develop and provide information
to the Secretary in a timely manner.

““(ii)) QUALIFICATIONS.—The Secretary shall
enter into a contract with an entity under
clause (i) only if the Secretary determines that
the entity—

‘“(I) has the research capability and expertise
to conduct and complete the activities under
this paragraph;

‘“(II) has in place an information technology
infrastructure to support adverse event surveil-
lance data and operational standards to provide
security for such data;

‘“(I11) has experience with, and expertise in,
the development of drug safety and effectiveness
research using electronic population data;

‘“(IV) has an understanding of drug develop-
ment and risk/benefit balancing in a clinical set-
ting; and

‘““(V) has a significant business presence in the
United States.

“(I) CONTRACT REQUIREMENTS.—Each con-
tract with a qualified entity shall contain the
following requirements:

‘(i) ENSURING PRIVACY.—The qualified entity
shall provide assurances that the entity will not
use the data provided by the Secretary in a
manner that violates—

‘“(I) the Federal regulations promulgated
under section 264(c) of the Health Insurance
Portability and Accountability Act of 1996 (con-
cerning the privacy of individually-identifiable
beneficiary health information); or

‘“(11) sections 552 or 552a of title 5, United
States Code, with regard to the privacy of indi-
vidually-identifiable beneficiary health informa-
tion.

“(ii)) COMPONENT OF ANOTHER ORGANIZA-
TION.—If a qualified entity is a component of
another organization—

‘(1) the qualified entity shall maintain the
data related to the activities carried out under
this paragraph separate from the other compo-
nents of the organization and establish appro-
priate security measures to maintain the con-
fidentiality and privacy of such data; and

‘““(11) the entity shall not make an unauthor-
ized disclosure of such data to the other compo-
nents of the organization in breach of such con-
fidentiality and privacy requirement.

““(iii) TERMINATION OR NONRENEWAL.—If a
contract under this paragraph is terminated or
not renewed, the following requirements shall
apply:

““(I) CONFIDENTIALITY AND PRIVACY REGULA-
TIONS.—The entity shall continue to comply
with the confidentiality and privacy require-
ments under this paragraph with respect to all
data disclosed to the entity.

“(II) DISPOSITION OF DATA.—The entity shall
return to the Secretary all data disclosed to the
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entity or, if returning the data is not prac-
ticable, destroy the data.

“(J)  COMPETITIVE PROCEDURES.—The Sec-
retary shall use competitive procedures (as de-
fined in section 4(5) of the Federal Procurement
Policy Act) to enter into contracts under sub-
paragraph (H).

“(K) REVIEW OF CONTRACT IN THE EVENT OF A
MERGER OR ACQUISITION.—The Secretary shall
review the contract with a qualified entity
under this paragraph in the event of a merger or
acquisition of the entity in order to ensure that
the requirements under this paragraph will con-
tinue to be met.”’.

(b) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated to carry
out this section $30,000,000 for each of fiscal
years 2008 through 2012.

SEC. 202. RISK EVALUATION AND MITIGATION
STRATEGIES.

Section 505 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355) is amended by add-
ing at the end the following:

‘(o) RISK EVALUATION AND MITIGATION
STRATEGY.—

‘(1) IN GENERAL.—In the case of any drug
subject to subsection (b) or to section 351 of the
Public Health Service Act for which a risk eval-
uation and mitigation strategy is approved as
provided for in this subsection, the applicant
shall comply with the requirements of such
strategy.

““(2) DEFINITIONS.—In this subsection:

“(A) ADVERSE DRUG EXPERIENCE.—The term
‘adverse drug experience’ means any adverse
event associated with the use of a drug in hu-
mans, whether or not considered drug related,
including—

‘(i) an adverse event occurring in the course
of the use of the drug in professional practice;

“(ii) an adverse event occurring from an over-
dose of the drug, whether accidental or inten-
tional;

“‘(iii) an adverse event occurring from abuse
of the drug;

“(iv) an adverse event occurring from with-
drawal of the drug; and

“(v) any failure of expected pharmacological
action of the drug.

“(B) NEW SAFETY INFORMATION.—The term
‘new safety information’ with respect to a drug
means information about—

“(i) a serious risk or an unexpected serious
risk with use of the drug that the Secretary has
become aware of since the later of—

“(I) the date of initial approval of the drug
under this section or initial licensure of the drug
under section 351 of the Public Health Service
Act; or

“(II) if applicable, the last assessment of the
approved risk evaluation and mitigation strat-
egy for the drug; or

““(ii) the effectiveness of the approved risk
evaluation and mitigation strategy for the drug
obtained since the later of—

“(I) the approval of such strategy; or

“(I1) the last assessment of such strategy.

“(C) SERIOUS ADVERSE DRUG EXPERIENCE.—
The term ‘serious adverse drug experience’ is an
adverse drug experience that—

“(i) results in—

“(I) death;

“(II) the placement of the patient at imme-
diate risk of death from the adverse drug experi-
ence as it occurred (not including an adverse
drug experience that might have caused death
had it occurred in a more severe form);

“(I11) inpatient hospitalization or prolonga-
tion of existing hospitalization;

“(IV) a persistent or significant incapacity or
substantial disruption of the ability to conduct
normal life functions; or

“(V) a congenital anomaly or birth defect; or

‘(i) based on appropriate medical judgment,
may jeopardize the patient and may require a
medical or surgical intervention to prevent an
outcome described under clause (i).

‘(D) SERIOUS RISK.—The term ‘serious risk’
means a risk of a serious adverse drug experi-
ence.
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‘“(E) SIGNAL OF A SERIOUS RISK.—The term
‘signal of a serious risk’ means information re-
lated to a serious adverse drug experience de-
rived from—

“(i) a clinical trial;

“(it) adverse event reports under subsection
(K)(1);

“‘(iii) routine active safety monitoring under
subsection (k)(3);

“(iv) a postapproval study, including a study
under paragraph (4)(B); or

““(v) peer-reviewed biomedical literature.

“(F) UNEXPECTED SERIOUS RISK.—The term
‘unexpected serious risk’ means a serious ad-
verse drug experience that—

““(i) is not listed in the labeling of a drug; or

““(ii) is symptomatically and
pathophysiologically related to an adverse drug
experience listed in the labeling of the drug, but
differs from such adverse drug experience be-
cause of greater severity, specificity, or preva-
lence.

““(3) REQUIRED ELEMENTS OF A RISK EVALUA-
TION AND MITIGATION STRATEGY.—If a risk eval-
uation and mitigation strategy for a drug is re-
quired, such strategy shall include—

‘“(A) the labeling for the drug for use by
health care providers as approved under sub-
section (c);

‘“(B) a timetable for submission of assessments
of the strategy, that—

““(i) for a drug no active ingredient (including
any ester or salt of the active ingredient) of
which has been approved in any other applica-
tion under this section or section 351 of the Pub-
lic Health Service Act—

“(1) shall be no less frequently than 18 months
and 3 years after the drug is initially approved
and at a frequency specified in the strategy for
subsequent years; and

‘“(II) may be eliminated after the first 3 years
if the Secretary determines that serious risks of
the drug have been adequately identified and
assessed and are being adequately managed;

““(ii) for a drug other than a drug described
under clause (i), shall occur at a frequency de-
termined by the Secretary; and

“(iti) may be increased or reduced in fre-
quency as necessary as provided for in para-
graph (7)(B)(v)(VI).

““(4) ADDITIONAL POTENTIAL EVALUATION ELE-
MENTS OF A RISK EVALUATION AND MITIGATION
STRATEGY.—

““(A) RISK EVALUATION.—If a risk evaluation
and mitigation strategy for a drug is required,
such strategy may include 1 or more of the addi-
tional evaluation elements described in this
paragraph, so long as the Secretary makes the
determination required with respect to each ad-
ditional included element.

‘“(B) POSTAPPROVAL STUDIES.—If the Sec-
retary determines that the reports under sub-
section (k)(1) and routine active safety moni-
toring as available under subsection (k)(3) (in-
cluding available other approaches under sub-
section (k)(3)(C)) are not sufficient to—

“(i) assess a signal of a serious risk with use
of a drug; or

“‘(ii) identify unexpected serious risks in a do-
mestic population who use the drug, including a
population mot included in trials used to ap-
prove the drug (such as older people, people
with comorbidities, pregnant women, or chil-
dren),
the risk evaluation and mitigation strategy for
the drug may require that the applicant conduct
an appropriate postapproval study, such as a
prospective or retrospective observational study,
of the drug (which shall include a timeframe
specified by the Secretary for completing the
study and reporting the results to the Sec-
retary).

“(C) POSTAPPROVAL CLINICAL TRIALS.—If the
Secretary determines that the reports under sub-
section (k)(1), routine active safety monitoring
as available under subsection (k)(3) (including
available other approaches under subsection
(k)(3)(C)), and a study or studies under sub-
paragraph (B) will likely be inadequate to as-
sess a signal of a serious risk with use of a drug,
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and there is no effective approved application
for the drug under subsection (j) as of the date
that the requirement is first imposed, the risk
evaluation and mitigation strategy for the drug
may require that the applicant conduct an ap-
propriate postapproval clinical trial of the drug
(which shall include a timeframe specified by
the Secretary for completing the clinical trial
and reporting the results to the Secretary) to be
included in the clinical trial registry data bank
provided for under subsections (i) and (j) of sec-
tion 402 of the Public Health Service Act.

““(5) ADDITIONAL POTENTIAL COMMUNICATION
ELEMENTS OF A RISK EVALUATION AND MITIGA-
TION STRATEGY.—

‘““(A) RISK COMMUNICATION.—If a risk evalua-
tion and mitigation strategy for a drug is re-
quired, such strategy may include 1 or more of
the additional communication elements de-
scribed in this paragraph, so long as the Sec-
retary makes the determination required with
respect to each additional included element.

“(B) MEDGUIDE; PATIENT PACKAGE INSERT.—
The risk evaluation and mitigation strategy for
a drug may require that the applicant develop
for distribution to each patient when the drug is
dispensed either or both of the following:

“(i) A Medication Guide, as provided for
under part 208 of title 21, Code of Federal Regu-
lations (or any successor regulations).

““(ii) A patient package insert, if the Secretary
determines that such insert may help mitigate a
serious risk listed in the labeling of the drug.

““(C) COMMUNICATION PLAN.—If the Secretary
determines that a communication plan to health
care providers may support implementation of
an element of the risk evaluation and mitigation
strategy for a drug, such as a labeling change,
the strategy may require that the applicant con-
duct such a plan, which may include—

““(i) sending letters to health care providers;

““(ii) disseminating information about the ele-
ments of the strategy to encourage implementa-
tion by health care providers of components that
apply to such health care providers, or to ex-
plain certain safety protocols (such as medical
monitoring by periodic laboratory tests); or

“‘(iii) disseminating information to health care
providers through professional societies about
any serious risks of the drug and any protocol
to assure safe use.

‘(D) PREREVIEW.—

‘(i) IN GENERAL.—If the Secretary determines
that prereview of advertisements is necessary to
ensure the inclusion of a true statement in such
advertisements of information in brief summary
relating to a serious risk listed in the labeling of
a drug, the risk evaluation and mitigation strat-
egy for the drug may require that the applicant
submit to the Secretary advertisements of the
drug for prereview not later than 45 days before
dissemination of the advertisement

““(ii) SPECIFICATION OF ADVERTISEMENTS.—The
Secretary may specify the advertisements re-
quired to be submitted under clause (i).

“(E) SPECIFIC DISCLOSURES.—

““(i) SERIOUS RISK; SAFETY PROTOCOL.—If the
Secretary determines that advertisements lack-
ing a specific disclosure about a serious risk list-
ed in the labeling of a drug or about a protocol
to ensure safe use described in the labeling of
the drug would be false or misleading, the risk
evaluation and mitigation strategy for the drug
may require that the applicant include in adver-
tisements of the drug such disclosure.

““(ii) DATE OF APPROVAL.—If the Secretary de-
termines that advertisements lacking a specific
disclosure of the date a drug was approved and
that the existing information may mnot have
identified or allowed for full assessment of all
serious risks of using the drug is necessary to
protect public health and safety, the risk eval-
uation and mitigation strategy for the drug may
require that the applicant include in advertise-
ments of the drug such disclosure.

‘“(iii)) SPECIFICATION OF ADVERTISEMENTS.—
The Secretary may specify the advertisements
required to include a specific disclosure under
clause (i) or (ii).
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“(F) TEMPORARY MORATORIUM.—To the ezx-
tent consistent with the Constitution, if the Sec-
retary determines that disclosure under sub-
paragraph (E)(ii) is inadequate to protect public
health and safety, and that a prohibition of di-
rect-to-consumer advertisements of the drug for
a firved period after initial approval of the drug,
not to exceed 2 years, is mecessary to protect
public health and safety while additional infor-
mation about serious risks of the drug is col-
lected using the reports under subsection (k)(1)
and the routine active safety monitoring as
available under subsection (k)(3) (including
available other approaches under subsection
(k)(3)(C)), the risk evaluation and mitigation
strategy for the drug may require that the appli-
cant not issue or cause to be issued direct-to-
consumer advertisements of the drug for such
fized period. In making such determination, the
Secretary shall consider—

‘(i) the number of patients who may be treat-
ed with the drug;

““(ii) the seriousness of the condition for
which the drug will be used;

“‘(iii) the serious risks listed in the labeling of
the drug;

“(iv) the extent to which patients have access
to other approved drugs in the pharmacological
class of the drug and with the same intended
use as the drug; and

“(v) the extent to which clinical trials used to
approve the drug may not have identified seri-
ous risks that might occur among patients ex-
pected to be treated with the drug.

““(6) RESTRICTIONS ON DISTRIBUTION OR USE
FOR DRUGS WITH KNOWN UNUSUAL, SERIOUS
RISKS.—

“(A) IN GENERAL.—When a risk evaluation
and mitigation strategy for a drug is required,
and considering the adequacy of the labeling of
the drug and 1 or more communication elements
under paragraph (5) to mitigate a specific seri-
ous risk listed in the labeling of the drug, if the
Secretary determines that the drug, which has
been shown to be effective, can be safely used
only if distribution or use of such drug is re-
stricted, the Secretary may require as elements
of such strategy such restrictions on distribution
or use as are needed to assure safe use of the
drug.

“(B) LIMITS ON RESTRICTIONS TO ASSURE AC-
CESS AND MINIMIZE BURDEN.—Such restrictions
under subparagraph (A4) shall—

‘(i) be commensurate with the specific, serious
risk presented by the drug;

““(it) not be unduly burdensome on patient ac-
cess to the drug, considering in particular—

“(I) patients with serious or life-threatening
diseases or conditions; and

“(II) patients (such as patients in rural areas)
who have difficulty accessing health care; and

“‘(iii) to the extent practicable, so as to mini-
mize the burden on the health care delivery sys-
tem—

“(I) conform with restrictions on distribution
or use for other drugs with similar, serious risks;
and

“(II) be designed to be compatible with estab-
lished distribution, procurement, and dispensing
systems for drugs.

“(C) ELEMENTS TO PROTECT PATIENT SAFE-
TY.—The restrictions on distribution or use de-
scribed under subparagraph (A) shall include 1
or more goals to evaluate or mitigate a specific
serious risk listed in the labeling of the drug
and, to mitigate such risk, may require that—

“(i) health care providers that prescribe the
drug have particular training or experience, or
are specially certified;

“‘(ii) pharmacies, practitioners, or health care
settings that dispense the drug are specially cer-
tified;

““(iii) the drug be dispensed to patients only in
certain health care settings, such as hospitals;

“(iv) the drug be dispensed to patients with
evidence or other documentation of safe-use
conditions, such as laboratory test results;

“(v) each patient using the drug be subject to
certain monitoring; or
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“‘(vi) each patient using the drug be enrolled
in a registry.

“(D) IMPLEMENTATION SYSTEM.—The restric-
tions on distribution or use described under sub-
paragraph (A) that employ elements described in
clauses (ii), (iii), or (iv) of subparagraph (C)
may include a system through which the appli-
cant is able to take reasonable steps to—

““(i) monitor and evaluate implementation of
such elements by health care providers, phar-
macists, and other parties in the health care
system who are responsible for implementing
such elements; and

““(ii) work to improve implementation of such
elements by such persons.

‘““(E) EVALUATION OF RESTRICTIONS.—The Sec-
retary, through the Drug Safety and Risk Man-
agement Advisory Committee (or successor com-
mittee) of the Food and Drug Administration,
shall—

‘“(i) seek input from patients, physicians,
pharmacists, and other health care providers
about how restrictions on distribution or use
under this paragraph for 1 or more drugs may
be standardized so as not to be—

“(1) unduly burdensome on patient access to
the drug, and

‘“(II) to the extent practicable, minimize the
burden on the health care delivery system;

““(ii) at least annually, evaluate, for 1 or more
drugs, the restrictions on distribution or use of
such drug to assess whether the restrictions—

“(1) assure safe use of the drug;

‘“(1I) are not unduly burdensome on patient
access to the drug; and

‘“(II1) to the extent practicable, minimize the
burden on the health care delivery system; and

‘“‘(iii) comsidering such input and evalua-
tions—

“(1) issue or modify agency guidance about
how to implement the requirements of this para-
graph; and

““(II) modify restrictions under this paragraph
for 1 or more drugs as appropriate.

““(7) SUBMISSION AND REVIEW OF RISK EVALUA-
TION AND MITIGATION STRATEGY.—

““(A) PROPOSED RISK EVALUATION AND MITIGA-
TION STRATEGY.—

‘““(i) VOLUNTARY PROPOSAL.—An applicant
may include a proposed risk evaluation and
mitigation strategy for a drug in an application,
including in a supplemental application, under
subsection (b) or section 351 of the Public Health
Service Act for the drug.

‘““(ii)) REQUIRED PROPOSAL.—The applicant
shall submit a proposed visk evaluation and
mitigation strategy for a drug—

“(1) within a timeframe specified by the Sec-
retary, not to be less than 45 days, when or-
dered by the Secretary (acting through the of-
fice responsible for reviewing the drug and the
office responsible for postapproval safety with
respect to the drug), if the Secretary determines
that new safety information indicates that—

‘“(aa) the labeling of the drug should be
changed; or

“(bb) an element under paragraph (4) or (5)
should be included in a strategy for the drug; or

“(I1) within 90 days when ordered by the Sec-
retary (acting through such offices), if the Sec-
retary determines that new safety information
indicates that an element under paragraph (6)
should be included in a strategy for the drug.

‘‘(iii) CONTENT OF ORDER.—An order under
subclauses (I) or (II) of clause (ii) shall de-
scribe—

‘(1) the new safety information with respect
to the drug that warrants the proposal of a risk
evaluation and mitigation strategy for the drug;
and

‘“(1I) whether and how the labeling of the
drug should be changed and what elements
under paragraphs (4), (5), or (6) should be in-
cluded in a strategy for the drug.

“‘(iv) CONTENT OF PROPOSAL.—A proposed risk
evaluation and mitigation strategy—

‘“(I) shall include a timetable as described
under paragraph (3)(B); and
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“(II) may also include additional elements as
provided for under paragraphs (4), (5), and (6).

“(B) ASSESSMENT AND MODIFICATION OF A RISK
EVALUATION AND MITIGATION STRATEGY.—

““(i) VOLUNTARY ASSESSMENTS.—If a risk eval-
uation and mitigation strategy for a drug is re-
quired, the applicant may submit to the Sec-
retary an assessment of, and propose a modi-
fication to, such approved strategy for the drug
at any time.

““(ii)) REQUIRED ASSESSMENTS.—If a risk eval-
uation and mitigation strategy for a drug is re-
quired, the applicant shall submit an assessment
of, and may propose a modification to, such ap-
proved strategy for the drug—

“(I) when submitting an application, includ-
ing a supplemental application, for a new indi-
cation under subsection (b) or section 351 of the
Public Health Service Act;

“(II) when required by the strategy, as pro-
vided for in the timetable under paragraph
(3)(B);

‘““(111) within a timeframe specified by the Sec-
retary, not to be less than 45 days, when or-
dered by the Secretary (acting through the of-
fices described in subparagraph (A)(ii)(1)), if the
Secretary determines that new safety informa-
tion indicates that an element under paragraph
(3) or (4) should be modified or added to the
strategy;

“(IV) within 90 days when ordered by the Sec-
retary (acting through such offices), if the Sec-
retary determines that new safety information
indicates that an element under paragraph (6)
should be modified or added to the strategy; or

“(V) within 15 days when ordered by the Sec-
retary (acting through such offices), if the Sec-
retary determines that there may be a cause for
action by the Secretary under subsection (e).

‘“(iii) CONTENT OF ORDER.—An order under
subclauses (I1I), (IV), or (V) of clause (ii) shall
describe—

‘“(I) the new safety information with respect
to the drug that warrants an assessment of the
approved risk evaluation and mitigation strat-
egy for the drug; and

‘“(1I) whether and how such strategy should
be modified because of such information.

“(iv) ASSESSMENT.—An assessment of the ap-
proved risk evaluation and mitigation strategy
for a drug shall include—

“(I) a description of new safety information,
if any, with respect to the drug;

‘“(II) whether and how to modify such strat-
egy because of such information;

““(111) with respect to any postapproval study
required under paragraph (4)(B) or otherwise
undertaken by the applicant to investigate a
safety issue, the status of such study, including
whether any difficulties completing the study
have been encountered;

““(IV) with respect to any postapproval clin-
ical trial required under paragraph (4)(C) or
otherwise undertaken by the applicant to inves-
tigate a safety issue, the status of such clinical
trial, including whether enrollment has begun,
the number of participants envolled, the ex-
pected completion date, whether any difficulties
completing the clinical trial have been encoun-
tered, and registration information with respect
to requirements under subsections (i) and (j) of
section 402 of the Public Health Service Act; and

‘“(V) with respect to any goal under para-
graph (6) and considering input and evalua-
tions, if applicable, under paragraph (6)(E), an
assessment of how well the restrictions on dis-
tribution or use are meeting the goal or whether
the goal or such restrictions should be modified.

““(v) MODIFICATION.—A modification (whether
an enhancement or a reduction) to the approved
risk evaluation and mitigation strategy for a
drug may include the addition or modification
of any element under subparagraph (A) or (B)
of paragraph (3) or the addition, modification,
or removal of any element under paragraph (4),
(5), or (6), such as—

“(1) a labeling change, including the addition
of a bored warning;
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“(II) adding a postapproval study or clinical
trial requirement;

“(I11) modifying a postapproval study or clin-
ical trial requirement (such as a change in trial
design due to legitimate difficulties recruiting
participants);

“(1V) adding, modifying, or removing a re-
striction on advertising under subparagraph
(D), (E), or (F) of paragraph (5);

“(V) adding, modifying, or removing a restric-
tion on distribution or use under paragraph (6);
or

“(VI) modifying the timetable for assessments
of the strategy under paragraph (3)(B), includ-
ing to eliminate assessments.

“(C) REVIEW.—The Secretary (acting through
the offices described in subparagraph (A)(ii)(1))
shall promptly review the proposed risk evalua-
tion and mitigation strategy for a drug sub-
mitted under subparagraph (A), or an assess-
ment of the approved risk evaluation and miti-
gation strategy for a drug submitted under sub-
paragraph (B).

““(D) DISCUSSION.—The Secretary (acting
through the offices described in subparagraph
(A)(ii)(I)) shall initiate discussions of the pro-
posed risk evaluation and mitigation strategy
for a drug submitted under subparagraph (4)(i),
or of an assessment of the approved risk evalua-
tion and mitigation strategy for a drug sub-
mitted under subparagraph (B), with the appli-
cant to determine a strategy—

‘(i) if the proposed strategy or assessment is
submitted as part of an application (including a
supplemental application) under subparagraph
(A)(i) or (B)(ii)(I), by the target date for commu-
nication of feedback from the review team to the
applicant regarding proposed labeling and post-
marketing study commitments, as set forth in
the letters described in section 735(a);

“(ii) if the proposed strategy is submitted
under subparagraph (A)(ii)(I) or the assessment
is submitted under subclause (II) or (I1I) of sub-
paragraph (B)(ii), not later than 20 days after
such submission;

“(iii) if the proposed strategy is submitted
under subparagraph (A)(ii)(1I) or the assess-
ment is submitted under subparagraph (B)(i) or
under subparagraph (B)(ii)(IV), not later than
30 days after such submission; or

“(iv) if the assessment is submitted under sub-
paragraph (B)(ii)(V), not later than 10 days
after such submission.

“(E) ACTION.—

‘(i) IN GENERAL.—Unless the applicant re-
quests the dispute resolution process as de-
scribed under subparagraph (F) or (G), the Sec-
retary (acting through the offices described in
subparagraph (A)(ii)(1)) shall approve and in-
clude the risk evaluation and mitigation strat-
egy for a drug, or any modification to the strat-
egy (including a timeframe for implementing
such modification), with—

“(I) the action letter on the application, if a
proposed strategy is submitted under subpara-
graph (A)(i) or an assessment of the strategy is
submitted under subparagraph (B)(ii)(I); or

“(II) an order, which shall be made public,
issued not later than 50 days after the date dis-
cussions of such proposed strategy or modifica-
tion begin under subparagraph (D), if a pro-
posed strategy is submitted under subparagraph
(A)(ii) or an assessment of the strategy is sub-
mitted under subparagraph (B)(i) or under sub-
clause (I1I), (I1II), (IV), or (V) of subparagraph
(B)(ii).

““(ii) INACTION.—An approved risk evaluation
and mitigation strategy shall remain in effect
until the Secretary acts, if the Secretary fails to
act as provided under clause (i).

‘“(F) DISPUTE RESOLUTION AT INITIAL AP-
PROVAL—If a proposed risk evaluation and
mitigation strategy is submitted under subpara-
graph (A)(i) in an application for initial ap-
proval of a drug and there is a dispute about
the strategy, the applicant shall use the major
dispute resolution procedures as set forth in the
letters described in section 735(a).
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‘“(G) DISPUTE RESOLUTION IN ALL OTHER
CASES.—

‘(i) REQUEST FOR REVIEW.—In any case other
than a submission under subparagraph (A)(i) in
an application for initial approval of a drug if
there is a dispute about the strategy, not earlier
than 15 days, and not later than 35 days, after
discussions under subparagraph (D) have
begun, the applicant shall request in writing
that the dispute be reviewed by the Drug Safety
Oversight Board.

‘‘(ii) SCHEDULING REVIEW.—If the applicant
requests review under clause (i), the Secretary—

“(D(aa) shall schedule the dispute for review
at 1 of the next 2 regular meetings of the Drug
Safety Oversight Board, whichever meeting date
is more practicable; or

“(bb) may convene a special meeting of the
Drug Safety Oversight Board to review the mat-
ter more promptly, including to meet an action
deadline on an application (including a supple-
mental application);

“(1I) shall give advance notice to the public
through the Federal Register and on the Inter-
net website of the Food and Drug Administra-
tion—

“(aa) that the drug is to be discussed by the
Drug Safety Oversight Board; and

‘“‘(bb) the date on which the Drug Safety
Oversight Board shall discuss such drug; and

‘“(I11) shall apply section 301(7), section 552 of
title 5, and section 1905 of title 18, United States
Code, to any request for information about such
review.

““(iii) AGREEMENT AFTER DISCUSSION OR AD-
MINISTRATIVE APPEALS.—

‘(1) FURTHER DISCUSSION OR ADMINISTRATIVE
APPEALS.—A request for review under clause (i)
shall not preclude—

“(aa) further discussions to reach agreement
on the risk evaluation and mitigation strategy;
or

““(bb) the use of administrative appeals within
the Food and Drug Administration to reach
agreement on the strategy, including the major
dispute resolution procedures as set forth in the
letters described in section 735(a).

“(II) AGREEMENT TERMINATES DISPUTE RESO-
LUTION.—At any time before a decision and
order is issued under clause (vi), the Secretary
(acting through the offices described in subpara-
graph (A)(ii)(1)) and the applicant may reach
an agreement on the risk evaluation and mitiga-
tion strategy through further discussion or ad-
ministrative appeals, terminating the dispute
resolution process, and the Secretary shall issue
an action letter or order, as appropriate, that
describes the strategy.

‘“‘(iv) MEETING OF THE BOARD.—At the meeting
of the Drug Safety Oversight Board described in
clause (ii), the Board shall—

“(I) hear from both parties; and

“(1I) review the dispute.

“(v) RECOMMENDATION OF THE BOARD.—Not
later than 5 days after such meeting of the Drug
Safety Oversight Board, the Board shall provide
a written recommendation on resolving the dis-
pute to the Secretary.

““(vi) ACTION BY THE SECRETARY.—

‘““(I) ACTION LETTER.—With respect to a pro-
posed risk evaluation and mitigation strategy
submitted under subparagraph (A)(i) or to an
assessment of the strategy submitted under sub-
paragraph (B)(ii)(I), the Secretary shall issue
an action letter that resolves the dispute not
later than the later of—

‘“(aa) the action deadline for the action letter
on the application; or

““(bb) 7 days after receiving the recommenda-
tion of the Drug Safety Oversight Board.

‘““(11) ORDER.—With respect to a proposed risk
evaluation and mitigation strategy submitted
under subparagraph (A)(ii) or an assessment of
the risk evaluation and mitigation strategy
under subparagraph (B)(i) or under subclause
(II), (II1), (IV), or (V) of subparagraph (B)(ii),
the Secretary shall issue an order, which (with
the recommendation of the Drug Safety Owver-
sight Board) shall be made public, that resolves
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the dispute not later than 7 days after receiving
the recommendation of the Drug Safety Over-
sight Board.

““(vii) INACTION.—An approved risk evaluation
and mitigation strategy shall remain in effect
until the Secretary acts, if the Secretary fails to
act as provided for under clause (vi).

“‘(viii) EFFECT ON ACTION DEADLINE.—With re-
spect to the application or supplemental appli-
cation in which a proposed risk evaluation and
mitigation strategy is submitted under subpara-
graph (A)(i) or in which an assessment of the
strategy is submitted under subparagraph
(B)(ii)(I), the Secretary shall be considered to
have met the action deadline for the action let-
ter on such application if the applicant requests
the dispute resolution process described in this
subparagraph and if the Secretary—

‘“(I) has initiated the discussions described
under subparagraph (D) by the target date re-
ferred to in subparagraph (D)(i); and

‘“(II) has complied with the timing require-
ments of scheduling review by the Drug Safety
Oversight Board, providing a written vrec-
ommendation, and issuing an action letter
under clauses (ii), (v), and (vi), respectively.

““(ix) DISQUALIFICATION.—No individual who
is an employee of the Food and Drug Adminis-
tration and who reviews a drug or who partici-
pated in an administrative appeal under clause
(i1i)(I) with respect to such drug may serve on
the Drug Safety Oversight Board at a meeting
under clause (iv) to review a dispute about the
risk evaluation and mitigation strategy for such
drug.

“(x) ADDITIONAL EXPERTISE.—The Drug Safe-
ty Oversight Board may add members with rel-
evant expertise from the Food and Drug Admin-
istration, including the Office of Pediatrics, the
Office of Women’s Health, or the Office of Rare
Diseases, or from other Federal public health or
health care agencies, for a meeting under clause
(iv) of the Drug Safety Oversight Board.

‘“(H) USE OF ADVISORY COMMITTEES.—The
Secretary (acting through the offices described
in subparagraph (A)(ii)(1)) may convene a meet-
ing of 1 or more advisory committees of the Food
and Drug Administration to—

‘(i) review a concern about the safety of a
drug or class of drugs, including before an as-
sessment of the risk evaluation and mitigation
strategy or strategies of such drug or drugs is re-
quired to be submitted under subclause (II),
(111), (I1V), or (V) of subparagraph (B)(ii);

““(it) review the risk evaluation and mitigation
strategy or strategies of a drug or group of
drugs; or

““(iii) with the consent of the applicant, review
a dispute under subparagraph (G).

““(I) PROCESS FOR ADDRESSING DRUG CLASS EF-
FECTS.—

‘(i) IN GENERAL.—When a concern about a se-
rious risk of a drug may be related to the phar-
macological class of the drug, the Secretary
(acting through the offices described in subpara-
graph (A)(ii)(1)) may defer assessments of the
approved risk evaluation and mitigation strate-
gies for such drugs until the Secretary has—

““(I) convened, after appropriate public notice,
1 or more public meetings to consider possible re-
sponses to such concern; or

‘“(11) gathered additional information or data
about such concern.

““(ii)) PUBLIC MEETINGS.—Such public meetings
may include—

‘(1) 1 or more meetings of the applicants for
such drugs;

‘“(11) 1 or more meetings of 1 or more advisory
committees of the Food and Drug Administra-
tion, as provided for under subparagraph (H);
or

‘““(111) 1 or more workshops of scientific experts
and other stakeholders.

‘‘(iii) ACTION.—After considering the discus-
sions from any meetings under clause (ii), the
Secretary may—

‘(1) announce in the Federal Register a
planned regulatory action, including a modi-
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fication to each risk evaluation and mitigation
strategy, for drugs in the pharmacological class;

“(II) seek public comment about such action;
and

“(II1) after seeking such comment, issue an
order addressing such regulatory action.

“(J) INTERNATIONAL COORDINATION.—The Sec-
retary (acting through the offices described in
subparagraph (A)(ii)(I1)) may coordinate the
timetable for submission of assessments under
paragraph (3)(B), a study wunder paragraph
(4)(B), or a clinical trial under paragraph
(4)(C), with efforts to identify and assess the se-
rious risks of such drug by the marketing au-
thorities of other countries whose drug approval
and risk management processes the Secretary
deems comparable to the drug approval and risk
management processes of the United States.

‘“(K) EFFECT.—Use of the processes described
in subparagraphs (I) and (J) shall not delay ac-
tion on an application or a supplement to an
application for a drug.

“(L) NO EFFECT ON LABELING CHANGES THAT
DO NOT REQUIRE PREAPPROVAL.—In the case of
a labeling change to which section 314.70 of title
21, Code of Federal Regulations (or any suc-
cessor regulation), applies for which the submis-
sion of a supplemental application is not re-
quired or for which distribution of the drug in-
volved may commence upon the receipt by the
Secretary of a supplemental application for the
change, the submission of an assessment of the
approved risk evaluation and mitigation strat-
egy for the drug under this subsection is not re-
quired.

““(8) DRUG SAFETY OVERSIGHT BOARD.—

““(A) IN GENERAL.—There is established a
Drug Safety Oversight Board.

‘“(B) COMPOSITION;, MEETINGS.—The
Safety Oversight Board shall—

‘(i) be composed of scientists and health care
practitioners appointed by the Secretary, each
of whom is an employee of the Federal Govern-
ment;

“(ii)) include representatives from offices
throughout the Food and Drug Administration
(including the offices responsible for post-
approval safety of drugs);

“(iii) include at least 1 representative each
from the National Institutes of Health, the De-
partment of Health and Human Services (other
than the Food and Drug Administration), and
the Veterans Health Administration; and

“(iv) meet at least monthly to provide over-
sight and advice to the Secretary on the man-
agement of important drug safety issues.’’.

SEC. 203. ENFORCEMENT.

(a) MISBRANDING.—Section 502 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 352) is
amended by adding at the end the following:

“(x) If it is a drug subject to an approved risk
evaluation and mitigation strategy under sec-
tion 505(o) and the applicant for such drug fails
to—

“(1) make a labeling change required by such
strategy after the Secretary has approved such
strategy or completed review of, and acted on,
an assessment of such strategy under paragraph
(7) of such section; or

“(2) comply with a requirement of such strat-
egy with respect to advertising as provided for
under subparagraph (D), (E), or (F) of para-
graph (5) of such section.”’.

(b) CIvIL PENALTIES.—Section 303(f) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 333(f)) is amended—

(1) by redesignating paragraphs (3), (4), and
(5) as paragraphs (4), (5), and (6), respectively;

(2) by inserting after paragraph (2) the fol-
lowing:

“(3) An applicant (as such term is used in sec-
tion 505(0)) who knowingly fails to comply with
a requirement of an approved risk evaluation
and mitigation strategy under such section
505(0) shall be subject to a civil money penalty
of mnot less than $15,000 and not more than
$250,000 per violation, and mnot to exceed
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$1,000,000 for all such violations adjudicated in
a single proceeding.’’;

(3) in paragraph (2)(C), by striking ‘‘para-
graph (3)(A)” and inserting ‘‘paragraph
(D(A);

(4) in paragraph (4), as so redesignated, by
striking “‘paragraph (1) or (2)’ each place it ap-
pears and inserting ‘‘paragraph (1), (2), or (3)”’;
and

(5) in paragraph (6), as so redesignated, by
striking ‘‘paragraph (4)” each place it appears
and inserting ‘‘paragraph (5)”.

SEC. 204. REGULATION OF DRUGS THAT ARE BIO-
LOGICAL PRODUCTS.

Section 351 of the Public Health Service Act
(42 U.S.C. 262) is amended—

(1) in subsection (a)(2), by adding at the end
the following:

‘(D) RISK EVALUATION AND MITIGATION
STRATEGY.—A person that submits an applica-
tion for a license for a drug under this para-
graph may submit to the Secretary as part of the
application a proposed risk evaluation and miti-
gation strategy as described under section 505(0)
of the Federal Food, Drug, and Cosmetic Act.”’;
and

(2) in subsection (j), by inserting *‘, including
the requirements under section 505(o) of such
Act,”” after *‘, and Cosmetic Act’’.

SEC. 205. NO EFFECT ON WITHDRAWAL OR SUS-
PENSION OF APPROVAL.

Section 505(e) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(e)) is amended by
adding at the end the following: ‘‘The Secretary
may withdraw the approval of an application
submitted under this section, or suspend the ap-
proval of such an application, as provided
under this subsection, without first ordering the
applicant to submit an assessment of the ap-
proved risk evaluation and mitigation strategy
for the drug under subsection (0)(7)(B)(ii)(V).”.
SEC. 206. DRUGS SUBJECT TO AN ABBREVIATED

NEW DRUG APPLICATION.

Section 505(7)(2) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355(5)(2)) is amend-
ed by adding at the end the following:

‘“(E) RISK EVALUATION AND MITIGATION
STRATEGY REQUIREMENT.—

‘(i) IN GENERAL.—A drug that is the subject of
an abbreviated new drug application under this
subsection shall be subject to only the following
elements of the approved risk evaluation and
mitigation strategy if required under subsection
(0) for the applicable listed drug:

‘(1) Labeling, as required under subsection
(0)(3)(A) for the applicable listed drug.

“(1I1) A Medication Guide or patient package
insert, if required under subsection (0)(5)(B) for
the applicable listed drug.

“(1II) Prereview of advertising, if required
under subsection (0)(5)(D) for the applicable
listed drug.

‘“(IV) Specific disclosures in advertising, if re-
quired under subsection (0)(5)(E) for the appli-
cable listed drug.

(V) A temporary moratorium on direct-to-
consumer advertising, if required under sub-
section (0)(5)(F) for the applicable listed drug.

“(VI) Restrictions on distribution or use, if re-
quired under subsection (0)(6) for the applicable
listed drug, except that such drug may use a dif-
ferent, comparable aspect of such restrictions on
distribution or use as are needed to assure safe
use of such drug if —

‘“(aa) the corresponding aspect of the restric-
tions on distribution or use for the applicable
listed drug is claimed by a patent that has not
expired or is a method or process that as a trade
secret is entitled to protection; and

‘“‘(bb) the applicant certifies that it has sought
a license for use of such aspect of the restric-
tions on distribution or use for the applicable
listed drug.

““(it) ACTION BY SECRETARY.—For an applica-
ble listed drug for which a drug is approved
under this subsection, the Secretary—

“(I) shall undertake any communication plan
to health care providers required under section
(0)(5)(C) for the applicable listed drug;



S5278

““(II) shall conduct, or contract for, any post-
approval study required under subsection
(0)(4)(B) for the applicable listed drug;

‘“(II1I) shall inform the applicant for a drug
approved under this subsection if the approved
risk evaluation and mitigation strategy for the
applicable listed drug is modified; and

‘“(IV) in order to minimize the burden on the
health care delivery system of different restric-
tions on distribution or use for the drug ap-
proved under this subsection and the applicable
listed drug, may seek to megotiate a voluntary
agreement with the owner of the patent, meth-
od, or process for a license under which the ap-
plicant for such drug may use an aspect of the
restrictions on distribution or use, if required
under subsection (0)(6) for the applicable listed
drug, that is claimed by a patent that has not
expired or is a method or process that as a trade
secret is entitled to protection.”’.

SEC. 207. RESOURCES.

(a) USER FEES.—Subparagraph (F) of section
735(d)(6) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 3799(d)(6)), as amended by
section 103, is amended—

(1) in clause (ii), by striking ‘‘systems); and’’
and inserting ‘‘systems);”’

(2) in clause (iii), by striking ‘‘bases).”” and
inserting ‘‘bases); and’’; and

(3) by adding at the end the following:

“(iv) reviewing, implementing, and ensuring
compliance with risk evaluation and mitigation
strategies.”’.

(b) WORKLOAD ADJUSTMENT.—Subparagraph
(A) of section 736(c)(2) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 379h(c)(2)),
as amended by section 103, is amended in the
first sentence by striking ‘‘and manufacturing
changes submitted to the Secretary, and’’ and
inserting ‘“‘manufacturing changes, and assess-
ments of risk evaluation and mitigation strate-
gies submitted to the Secretary, uses of dispute
resolution under the process for reviewing and
assessing risk evaluation and mitigation strate-
gies, and’’.

(c) ADDITIONAL FEE REVENUES FOR DRUG
SAFETY.—Section 736 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 379h), as amended
by section 103, is amended by—

(1) striking the subsection designation and all
that follows through ‘‘.—Except’ and inserting
the following:

‘“(b) FEE REVENUE AMOUNTS.—

‘(1) IN GENERAL.—Except’’; and

(2) adding at the end the following:

‘“(2) ADDITIONAL FEE REVENUES FOR DRUG
SAFETY.—

‘““(A) IN GENERAL.—Subject to subparagraph
(C), in each of fiscal years 2008 through 2012,
paragraph (1) shall be applied by substituting
the amount determined under subparagraph (B)
for ‘$392,783,000°.

‘“(B) AMOUNT DETERMINED.—For any fiscal
year 2008 through 2012, the amount determined
under this subparagraph is the sum of—

‘(i) $392,783,000; plus

““(ii) the amount equal to—

“(1) $50,000,000; minus

‘“(II) the amount equal to one-fifth of the

amount by which the appropriations for salaries
and expenses of the Food and Drug Administra-
tion for such fiscal year (excluding the amount
of fees appropriated for such fiscal year) exceed
the amount of appropriations for the salaries
and expenses of the Food and Drug Administra-
tion for the fiscal year 2007 (excluding the
amount of fees appropriated for such fiscal
year), adjusted as provided under subsection
(©)1).
In making the adjustment under subclause (1I)
for any fiscal year 2008 through 2012, subsection
(c)(1) shall be applied by substituting ‘2007’ for
2008°.

‘“(C) LIMITATION.—This paragraph shall not
apply for any fiscal year if the amount de-
scribed under subparagraph (B)(ii) is less than
0.”.
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(d) STRATEGIC PLAN FOR INFORMATION TECH-
NOLOGY.—Not later than 1 year after the date of
enactment of this title, the Secretary of Health
and Human Services (referred to in this title as
the ““‘Secretary’’) shall submit to the Committee
on Health, Education, Labor, and Pensions and
the Committee on Appropriations of the Senate
and the Committee on Energy and Commerce
and the Committee on Appropriations of the
House of Representatives, a strategic plan on in-
formation technology that includes—

(1) an assessment of the information tech-
nology infrastructure, including systems for
data collection, access to data in external health
care databases, data mining capabilities, per-
sonnel, and personnel training programs, need-
ed by the Food and Drug Administration to—

(4) comply with the requirements of this sub-
title (and the amendments made by this sub-
title);

(B) achieve interoperability within and among
the centers of the Food and Drug Administra-
tion and between the Food and Drug Adminis-
tration and product application sponsors;

(C) utilice electronic health records; and

(D) implement routine active safety moni-
toring under section 505(k)(3) (including other
approaches under subsection (c) of such section)
of the Federal Food, Drug, and Cosmetic Act, as
added by section 201 of this Act;

(2) an assessment of the extent to which the
current information technology assets of the
Food and Drug Administration are sufficient to
meet the needs assessments under paragraph (1);

(3) a plan for enhancing the information tech-
nology assets of the Food and Drug Administra-
tion toward meeting the mneeds assessments
under paragraph (1); and

(4) an assessment of additional resources
needed to so enhance the information tech-
nology assets of the Food and Drug Administra-
tion.

SEC. 208. SAFETY LABELING CHANGES.

(a) IN GENERAL.—Subchapter A of chapter V
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 351 et seq.) is amended by inserting after
section 506C the following:

“SEC. 506D. SAFETY LABELING CHANGES.

“(a) NEW SAFETY INFORMATION.—

““(1) NOTIFICATION.—The holder of an ap-
proved application under section 505 of this Act
or a license under section 351 of the Public
Health Service Act (referred to in this section as
a ‘holder’) shall promptly notify the Secretary if
the holder becomes aware of new safety infor-
mation that the holder believes should be in-
cluded in the labeling of the drug. The Secretary
shall promptly notify the holder if the Secretary
becomes aware of new safety information that
the Secretary believes should be included in the
labeling of the drug.

“(2) DISCUSSION ~ REGARDING LABELING
CHANGES.—Following notification pursuant to
paragraph (1), the Secretary and holder shall
initiate discussions of the new safety informa-
tion in order to reach agreement on whether the
labeling for the drug should be modified to re-
flect the new safety information and, if so, on
the contents of such labeling changes.

“(3) SUPPLEMENT.—If the Secretary deter-
mines that there is reasonable scientific evidence
that an adverse event is associated with use of
the drug, the Secretary may request the holder
to submit a supplement to an application under
section 505 of this Act or to a license under sec-
tion 351 of the Public Health Service Act (re-
ferred to in this section as a ‘supplement’) pro-
posing changes to the approved labeling to re-
flect the mnew safety information, including
changes to boxed warnings, contraindications,
warnings, precautions, or adverse reactions (re-
ferred to in this section as a ‘safety labeling
change’). If the Secretary determines that no
safety labeling change is mecessary or appro-
priate based upon the new safety information,
the Secretary shall notify the holder of this de-
termination in writing.
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““(b) LABELING SUPPLEMENTS.—

‘““(1) IN GENERAL.—The holder shall submit a
supplement whenever the holder seeks, either at
the holder’s own initiative or at the request of
the Secretary, to make a safety labeling change.

‘““(2) NONACCELERATED PROCESS.—Unless the
accelerated labeling review process described in
subsection (c) is initiated, any supplement pro-
posing a safety labeling change shall be re-
viewed and acted upon by the Secretary not
later than 30 days after the date the Secretary
receives the supplement. Until the Secretary acts
on such a supplement proposing a safety label-
ing change, the existing approved labeling shall
remain in effect and be distributed by the holder
without change.

“(3) NEW SAFETY INFORMATION.—Nothing in
this section shall prohibit the Secretary from in-
forming health care professionals or the public
about new safety information prior to approval
of a supplement proposing a safety labeling
change.

“(c) ACCELERATED LABELING REVIEW PROC-
ESS.—An accelerated labeling review process
shall be available to resolve disagreements in a
timely manner between the Secretary and a
holder about the need for, or content of, a safe-
ty labeling change, as follows:

““(1) REQUEST TO INITIATE ACCELERATED PROC-
ESS.—The accelerated labeling review process
shall be initiated upon the written request of ei-
ther the Secretary or the holder. Such request
may be made at any time after the notification
described in subsection (a)(1), including during
the Secretary’s review of a Ssupplement pro-
posing a safety labeling change.

““(2) SCIENTIFIC DISCUSSION AND MEETINGS.—

‘““(A) IN GENERAL.—Following initiation of the
accelerated labeling review process, the Sec-
retary and holder shall immediately initiate dis-
cussions to review and assess the new safety in-
formation and to reach agreement on whether
safety labeling changes are necessary and ap-
propriate and, if so, the content of such safety
labeling changes.

‘“‘(B) TIME PERIOD.—The discussions under
this paragraph shall not extend for more than
45 calendar days after the initiation of the ac-
celerated labeling review process.

‘““(C) DISPUTE PROCEEDINGS.—If the Secretary
and holder do not reach an agreement regarding
the safety labeling changes by not later than 25
calendar days after the initiation of the acceler-
ated labeling review process, the dispute auto-
matically shall be referred to the director of the
drug evaluation office responsible for the drug
under consideration, who shall be required to
take an active role in such discussions.

““(3) REQUEST FOR SAFETY LABELING CHANGE
AND FAILURE TO AGREE.—If the Secretary and
holder fail to reach an agreement on appro-
priate safety labeling changes by not later than
45 calendar days after the initiation of the ac-
celerated labeling review process—

‘““(A) on the mext calendar day (other than a
weekend or Federal holiday) after such period,
the Secretary shall—

““(i) request in writing that the holder make
any safety labeling change that the Secretary
determines to be mnecessary and appropriate
based upon the new safety information; or

““(ii) notify the holder in writing that the Sec-
retary has determined that no safety labeling
change is necessary or appropriate; and

‘““(B) if the Secretary fails to act within the
specified time, or if the holder does not agree to
make a safety labeling change requested by the
Secretary or does not agree with the Secretary’s
determination that no labeling change is nec-
essary or appropriate, the Secretary (on his own
initiative or upon request by the holder) shall
refer the matter for expedited review to the Drug
Safety Oversight Board.

‘“(4) ACTION BY THE DRUG SAFETY OVERSIGHT
BOARD.—Not later than 45 days after receiving a
referral under paragraph (3)(B), the Drug Safe-
ty Oversight Board shall—

“(A) review the new safety information;
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‘“(B) review all written material submitted by
the Secretary and the holder;

“(C) convene a meeting to hear oral presen-
tations and arguments from the Secretary and
holder; and

‘(D) make a written recommendation to the
Secretary—

‘““(i) concerning appropriate safety labeling
changes, if any; or

““(ii) stating that no safety labeling changes
are mecessary or appropriate based upon the
new safety information.

““(5) CONSIDERATION OF RECOMMENDATIONS.—

“(A) ACTION BY THE SECRETARY.—The Sec-
retary shall consider the recommendation of the
Drug Safety Oversight Board made under para-
graph (4)(D) and, not later than 20 days after
receiving the recommendation—

‘(i) issue an order requiring the holder to
make any safety labeling change that the Sec-
retary determines to be mecessary and appro-
priate; or

““(ii) if the Secretary determines that no safety
labeling change is necessary or appropriate, the
Secretary shall notify the holder of this deter-
mination in writing.

‘““(B) FAILURE TO ACT.—If the Secretary fails
to act by not later than 20 days after receiving
the recommendation of the Drug Safety Over-
sight Board, the written recommendation of the
Drug Safety Oversight Board shall be consid-
ered the order of the Secretary under this para-
graph.

‘““(C) NONDELEGATION.—The Secretary’s au-
thority under this paragraph shall not be re-
delegated to an individual below the level of the
Director of the Center for Drug Evaluation and
Research, or the Director of the Center for Bio-
logics Evaluation and Research, of the Food
and Drug Administration.

‘““(6) MISBRANDING.—If the holder, not later
than 10 days after receiving an order under sub-
paragraph (A) or (B) of paragraph (5), does not
agree to make a safety labeling change ordered
by the Secretary, the Secretary may deem the
drug that is the subject of the request to be mis-
branded.

“(d) RULE OF CONSTRUCTION.—Nothing in this
section shall be construed to change the stand-
ards in existence on the date of enactment of
this section for determining whether safety la-
beling changes are necessary or appropriate.”.

(b) CONFORMING AMENDMENT.—Section 502 of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 352 et seq.), as amended by section 203, is
further amended by adding at the end the fol-
lowing:

“(y) If it is a drug and the holder does not
agree to make a safety labeling change ordered
by the Secretary under section 506D(c) within 10
days after issuance of such an order.”’.

SEC. 209. DRUG LABELING.

(a) ACCESSIBLE REPOSITORY OF DRUG LABEL-
ING.—Not later than the effective date of this
subtitle, the Secretary, through the Commis-
sioner of Food and Drugs, and the Director of
the National Institutes of Health, shall establish
a searchable repository of structured, electronic
product information, including the approved
professional labeling and any required patient
labeling of each drug approved under section
505 of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 355) or licensed under section 351 of
the Public Health Service Act (42 U.S.C. 262) in
order to improve patient safety through acces-
sible product information, support initiatives to
improve patient care by better management of
health care information, and provide standards
for drug information. Such repository shall be
made publicly accessible on the Internet website
of the National Library of Medicine and
through a link on the homepage of the Internet
website of the Food and Drug Administration.

(b) POSTING UPON APPROVAL.—The Secretary
shall post in the repository under subsection (a)
the approved professional labeling and any re-
quired patient labeling of a drug approved
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under such section 505 or licensed under such
section 351 not later than 21 days after the date
the drug is approved, including in a supple-
mental application with respect to a labeling
change.

(c) REPORT.—The Secretary shall report annu-
ally to the Committee on Health, Education,
Labor and Pensions of the Senate and the Com-
mittee on Energy and Commerce of the House of
Representatives on the status of the repository
under subsection (a), and on progress in posting
structured electronic product information, in-
cluding posting of information regarding drugs
approved prior to the effective date of this sub-
title.

(d) MEDICATION GUIDES.—Not later than the
effective date of this subtitle, the Secretary,
through the Commissioner of Food and Drugs,
shall establish on the Internet website for the
repository under subsection (a), a link to a list
of each drug, whether approved under such sec-
tion 505 or licensed under such section 351, for
which a Medication Guide, as provided for
under part 208 of title 21, Code of Federal Regu-
lations (or any successor regulations), is re-
quired.

SEC. 210. ACTION PACKAGE FOR APPROVAL.

Section 505(1) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(1)) is amended by—

(1) redesignating paragraphs (1), (2), (3), (4),
and (5) as subparagraphs (4), (B), (C), (D), and
(E), respectively;

(2) striking ‘(1) Safety and’ and inserting
“(1)(1) Safety and’’; and

(3) adding at the end the following:

““(2) ACTION PACKAGE FOR APPROVAL.—

“(A) ACTION PACKAGE.—The Secretary shall
publish the action package for approval of an
application under subsection (b) or section 351
of the Public Health Service Act on the Internet
website of the Food and Drug Administration—

“(i) mot later than 30 days after the date of
approval of such application for a drug no ac-
tive ingredient (including any ester or salt of
the active ingredient) of which has been ap-
proved in any other application under this sec-
tion or section 351 of the Public Health Service
Act; and

“(ii) not later than 30 days after the third re-
quest for such action package for approval re-
ceived under section 552 of title 5, United States
Code, for any other drug.

‘“(B) IMMEDIATE PUBLICATION OF SUMMARY
REVIEW.—Notwithstanding subparagraph (A),
the Secretary shall publish, on the Internet
website of the Food and Drug Administration,
the materials described in subparagraph (C)(iv)
not later than 48 hours after the date of ap-
proval of the drug, except where such materials
require redaction by the Secretary.

““(C) CONTENTS.—An action package for ap-
proval of an application under subparagraph
(A) shall be dated and shall include the fol-
lowing:

‘(i) Documents generated by the Food and
Drug Administration related to review of the ap-
plication.

“‘(ii)) Documents pertaining to the format and
content of the application generated during
drug development.

““(iii) Labeling submitted by the applicant.

“(iv) A summary review that documents con-
clusions from all reviewing disciplines about the
drug, noting any critical issues and disagree-
ments with the applicant and how they were re-
solved, recommendation for action, and an ex-
planation of any monconcurrence with review
conclusions.

“(v) If applicable, a separate review from a
supervisor who does not concur with the sum-
mary review.

“‘(vi) Identification by name of each officer or
employee of the Food and Drug Administration
who—

“(I) participated in the decision to approve
the application; and

“(II) consents to have his or her mame in-
cluded in the package.
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““(D) DISAGREEMENTS.—A scientific review of
an application is considered the work of the re-
viewer and shall not be altered by management
or the reviewer once final. Disagreements by
team leaders, division directors, or office direc-
tors with any or all of the major conclusions of
a reviewer shall be document in a separate re-
view or in an addendum to the review.

‘““(E) CONFIDENTIAL INFORMATION.—This para-
graph does not authorize the disclosure of any
trade secret or confidential commercial or finan-
cial information described in section 552(b)(4) of
title 5, United States Code, unless the Secretary
declares an emergency under section 319 of the
Public Health Service Act and such disclosure is
necessary to mitigate the effects of such emer-
gency.’’.

SEC. 211. RISK COMMUNICATION.

Subchapter E of chapter V of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb
et seq.) is amended by adding at the end the fol-
lowing:

“SEC. 566. ADVISORY COMMITTEE ON RISK COM-
MUNICATION.

‘““(a) IN GENERAL.—The Secretary shall estab-
lish an advisory committee to be known as the
‘Advisory Committee on Risk Communication’
(referred to in this section as the ‘Committee’).

““(b) DUTIES OF COMMITTEE.—The Committee
shall advise the Commissioner on methods to ef-
fectively communicate risks associated with the
products regulated by the Food and Drug Ad-
ministration.

‘““(c) MEMBERS.—The Secretary shall ensure
that the Committee is composed of experts on
risk communication, experts on the risks de-
scribed in subsection (b), and representatives of
patient, consumer, and health professional or-
ganizations.

‘“(d) PERMANENCE OF COMMITTEE.—Section 14
of the Federal Advisory Committee Act shall not
apply to the Committee established under this
section.”’.

SEC. 212. REFERRAL TO ADVISORY COMMITTEE.

Section 505 of the Federal Food, Drug, and
Cosmetic Act, as amended by this section 202, is
further amended by adding at the end the fol-
lowing:

“‘(p) REFERRAL TO ADVISORY COMMITTEE.—

‘““(1) IN GENERAL.—Prior to the approval of a
drug no active ingredient (including any ester
or salt of the active ingredient) of which has
been approved in any other application under
this section or section 351 of the Public Health
Service Act, the Secretary shall refer such drug
to a Food and Drug Administration advisory
committee for review at a meeting of such advi-
sory committee.

‘““(2) EXCEPTION.—Notwithstanding paragraph
(1), an advisory committee review of a drug de-
scribed under such paragraph may occur within
1 year after approval of such a drug if—

‘““(A) the clinical trial that formed the primary
basis of the safety and efficacy determination
was halted by a drug safety monitoring board or
an Institutional Review Board before its sched-
uled completion due to early wunanticipated
therapeutic results; or

‘““(B) the Secretary determines that it would be
beneficial to the public health.”.

SEC. 213. RESPONSE TO THE INSTITUTE OF MEDI-
CINE.

(a) IN GENERAL.—Not later than 1 year after
the date of enactment of this title, the Secretary
shall issue a report responding to the 2006 report
of the Institute of Medicine entitled ‘‘The Fu-
ture of Drug Safety—Promoting and Protecting
the Health of the Public’’.

(b) CONTENT OF REPORT.—The report issued
by the Secretary under subsection (a) shall in-
clude—

(1) an update on the implementation by the
Food and Drug Administration of its plan to re-
spond to the Institute of Medicine report de-
scribed under such subsection; and

(2) an assessment of how the Food and Drug
Administration has implemented—
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(A) the recommendations described in such In-
stitute of Medicine report; and

(B) the requirement under paragraph (7) of
section 505(o) of the Federal Food, Drug, and
Cosmetic Act (as added by this title), that the
appropriate office responsible for reviewing a
drug and the office responsible for postapproval
safety with respect to the drug act together to
assess, implement, and ensure compliance with
the requirements of such section 505(0).

SEC. 214. EFFECTIVE DATE AND APPLICABILITY.

(a) EFFECTIVE DATES.—

(1) IN GENERAL.—Except as provided in para-
graph (2), this subtitle shall take effect 180 days
after the date of enactment of this title.

(2) USER FEES.—The amendments made by
subsections (a) through (c) of section 207 shall
take effect on October 1, 2007.

(b) DRUGS DEEMED TO HAVE RISK EVALUA-
TION AND MITIGATION STRATEGIES.—

(1) IN GENERAL.—A drug that was approved
before the effective date of this subtitle shall be
deemed to have an approved risk evaluation and
mitigation strategy under section 505(o) of the
Federal Food, Drug, and Cosmetic Act (as added
by this subtitle) if there are in effect on the ef-
fective date of this subtitle restrictions on dis-
tribution or use—

(4) required under section 314.520 or section
601.42 of title 21, Code of Federal Regulations;
or

(B) otherwise agreed to by the applicant and
the Secretary for such drug.

(2) RISK EVALUATION AND MITIGATION STRAT-
EGY.—The approved risk evaluation and mitiga-
tion strategy deemed in effect for a drug under
paragraph (1) shall consist of the elements de-
scribed in subparagraphs (A) and (B) of para-
graph (3) of such section 505(o) and any other
additional elements under paragraphs (4), (5),
and (6) in effect for such drug on the effective
date of this subtitle.

(3) NOTIFICATION.—Not later than 30 days
after the effective date of this subtitle, the Sec-
retary shall notify the applicant for each drug
described in paragraph (1)—

(A) that such drug is deemed to have an ap-
proved risk evaluation and mitigation strategy
pursuant to such paragraph; and

(B) of the date, which, unless a safety issue
with the drug arises, shall be no earlier than 6
months after the applicant is so notified, by
which the applicant shall submit to the Sec-
retary an assessment of such approved strategy
under paragraph (7)(B) of such section 505(0).

(4) ENFORCEMENT ONLY AFTER ASSESSMENT
AND REVIEW.—Neither the Secretary mor the At-
torney General may seek to enforce a require-
ment of a risk evaluation and mitigation strat-
egy deemed in effect under paragraph (1) before
the Secretary has completed review of, and
acted on, the first assessment of such strategy
under such section 505(0).

Subtitle B—Reagan-Udall Foundation for the
Food and Drug Administration
SEC. 221. THE REAGAN-UDALL FOUNDATION FOR
THE FOOD AND DRUG ADMINISTRA-
TION.

(a) IN GENERAL.—Chapter VII of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 371 et
seq.) is amended by adding at the end the fol-
lowing:

“Subchapter I—Reagan-Udall Foundation for
the Food and Drug Administration
“SEC. 770. ESTABLISHMENT AND FUNCTIONS OF
THE FOUNDATION.

““(a) IN GENERAL.—A monprofit corporation to
be known as the Reagan-Udall Foundation for
the Food and Drug Administration (referred to
in this subchapter as the ‘Foundation’) shall be
established in accordance with this section. The
Foundation shall be headed by an Executive Di-
rector, appointed by the members of the Board
of Directors under subsection (e). The Founda-
tion shall not be an agency or instrumentality
of the United States Government.

‘““(b) PURPOSE OF FOUNDATION.—The purpose
of the Foundation is to advance the mission of
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the Food and Drug Administration to modernize
medical, veterinary, food, food ingredient, and
cosmetic product development, accelerate inno-
vation, and enhance product safety.

“(c) DUTIES OF THE FOUNDATION.—The Foun-
dation shall—

“(1) taking into consideration the Critical
Path reports and priorities published by the
Food and Drug Administration, identify unmet
needs in the development, manufacture, and
evaluation of the safety and effectiveness, in-
cluding postapproval, of devices, including
diagnostics, biologics, and drugs, and the safety
of food, food ingredients, and cosmetics;

“(2) establish goals and priorities in order to
meet the unmet needs identified in paragraph
(1),

“(3) in consultation with the Secretary, iden-
tify existing and proposed Federal intramural
and extramural research and development pro-
grams relating to the goals and priorities estab-
lished under paragraph (2), coordinate Founda-
tion activities with such programs, and minimize
Foundation duplication of existing efforts;

“(4) award grants to, or enter into contracts,
memoranda of understanding, or cooperative
agreements with, scientists and entities, which
may include the Food and Drug Administration,
university consortia, public-private partner-
ships, institutions of higher education, entities
described in section 501(c)(3) of the Internal
Revenue Code (and exempt from tax under sec-
tion 501(a) of such Code), and industry, to effi-
ciently and effectively advance the goals and
priorities established under paragraph (2);

““(5) recruit meeting participants and hold or
sponsor (in whole or in part) meetings as appro-
priate to further the goals and priorities estab-
lished under paragraph (2);

“(6) release and publish information and data
and, to the extent practicable, license, dis-
tribute, and release material, reagents, and
techniques to maximize, promote, and coordi-
nate the availabdility of such material, reagents,
and techniques for use by the Food and Drug
Administration, monprofit organizations, and
academic and industrial researchers to further
the goals and priorities established under para-
graph (2);

“(7) ensure that—

“(A) action is taken as mecessary to obtain
patents for inventions developed by the Founda-
tion or with funds from the Foundation;

“(B) action is taken as mecessary to enable
the licensing of inventions developed by the
Foundation or with funds from the Foundation;
and

“(C) executed licenses, memoranda of under-
standing, material transfer agreements, con-
tracts, and other such instruments, promote, to
the maximum extent practicable, the broadest
conversion to commercial and noncommercial
applications of licensed and patented inventions
of the Foundation to further the goals and pri-
orities established under paragraph (2);

““(8) provide objective clinical and scientific
information to the Food and Drug Administra-
tion and, upon request, to other Federal agen-
cies to assist in agency determinations of how to
ensure that regulatory policy accommodates sci-
entific advances and meets the agency’s public
health mission;

“(9) conduct annual assessments of the unmet
needs identified in paragraph (1); and

““(10) carry out such other activities consistent
with the purposes of the Foundation as the
Board determines appropriate.

““(d) BOARD OF DIRECTORS.—

““(1) ESTABLISHMENT.—

‘““(A) IN GENERAL.—The Foundation shall have
a Board of Directors (referred to in this sub-
chapter as the ‘Board’), which shall be com-
posed of ex officio and appointed members in ac-
cordance with this subsection. All appointed
members of the Board shall be voting members.

‘“(B) EX OFFICIO MEMBERS.—The ex officio
members of the Board shall be the following in-
dividuals or their designees:
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‘(i) The Commissioner.

‘‘(ii) The Director of the National Institutes of
Health.

‘‘(iii) The Director of the Centers for Disease
Control and Prevention.

‘““(iv) The Director of the
Healthcare Research and Quality.
“(C) APPOINTED MEMBERS.—

““(i) IN GENERAL.—The ex officio members of
the Board under subparagraph (B) shall, by ma-
jority vote, appoint to the Board 12 individuals,
from a list of candidates to be provided by the
National Academy of Sciences. Of such ap-
pointed members—

‘(1) 4 shall be representatives of the general
pharmaceutical, device, food, cosmetic, and bio-
technology industries;

‘“(11) 3 shall be representatives of academic re-
search organizations;

‘““(111) 2 shall be representatives of Government
agencies, including the Food and Drug Adminis-
tration and the National Institutes of Health,

‘“(IV) 2 shall be representatives of patient or
consumer advocacy organizations; and

““(V) 1 shall be a representative of health care
providers.

‘““(ii)) REQUIREMENT.—The ex officio members
shall ensure the Board membership includes in-
dividuals with expertise in areas including the
sciences of developing, manufacturing, and
evaluating the safety and effectiveness of de-
vices, including diagnostics, biologics, and
drugs, and the safety of food, food ingredients,
and cosmetics.

“(D) INITIAL MEETING.—

‘(i) IN GENERAL.—Not later than 30 days after
the date of the enactment of the Enhancing
Drug Safety and Innovation Act of 2007, the
Secretary shall convene a meeting of the ex offi-
cio members of the Board to—

“(I) incorporate the Foundation; and

‘“(11) appoint the members of the Board in ac-
cordance with subparagraph (C).

‘(i) SERVICE OF EX OFFICIO MEMBERS.—Upon
the appointment of the members of the Board
under clause (i)(I1), the terms of service of the
exr officio members of the Board as members of
the Board shall terminate.

““(iii) CHAIR.—The ex officio members of the
Board under subparagraph (B) shall designate
an appointed member of the Board to serve as
the Chair of the Board.

““(2) DUTIES OF BOARD.—The Board shall—

‘““(A) establish bylaws for the Foundation
that—

““(i) are published in the Federal Register and
available for public comment;

“‘(ii) establish policies for the selection of the
officers, employees, agents, and contractors of
the Foundation;

“‘(iii) establish policies, including ethical
standards, for the acceptance, solicitation, and
disposition of donations and grants to the
Foundation and for the disposition of the assets
of the Foundation, including strict limits on the
ability of donors to include stipulations or re-
strictions on the use of donated funds;

““(iv) establish policies that would subject all
employees, fellows, and trainees of the Founda-
tion to the conflict of interest standards under
section 208 of title 18, United States Code;

““(v) establish licensing, distribution, and pub-
lication policies that support the widest and
least restrictive use by the public of information
and inventions developed by the Foundation or
with Foundation funds to carry out the duties
described in paragraphs (6) and (7) of subsection
(c), and may include charging cost-based fees
for published material produced by the Founda-
tion;

““(vi) specify principles for the review of pro-
posals and awarding of grants and contracts
that include peer review and that are consistent
with those of the Foundation for the National
Institutes of Health, to the extent determined
practicable and appropriate by the Board;

““(vii) specify a cap on administrative expenses
for recipients of a grant, contract, or coopera-
tive agreement from the Foundation;
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““(viii) establish policies for the execution of
memoranda of understanding and cooperative
agreements between the Foundation and other
entities, including the Food and Drug Adminis-
tration;

““(ix) establish policies for funding training
fellowships, whether at the Foundation, aca-
demic or scientific institutions, or the Food and
Drug Administration, for scientists, doctors, and
other professionals who are mot employees of
regulated industry, to foster greater under-
standing of and expertise in new scientific tools,
diagnostics, manufacturing techniques, and po-
tential barriers to translating basic research into
clinical and regulatory practice;

‘“(x) specify a process for annual Board re-
view of the operations of the Foundation; and

“‘(xi) establish specific duties of the Executive
Director;

““(B) prioritice and provide overall direction to
the activities of the Foundation;

“(C) evaluate the performance of the Execu-
tive Director; and

‘““(D) carry out any other necessary activities
regarding the functioning of the Foundation.

““(3) TERMS AND VACANCIES.—

‘““(A) TERM.—The term of office of each mem-
ber of the Board appointed under paragraph
(1)(C) shall be 4 years, except that the terms of
offices for the initial appointed members of the
Board shall expire on a staggered basis as deter-
mined by the ex officio members.

‘““(B) VACANCY.—Any vacancy in the member-
ship of the Board—

‘(i) shall not affect the power of the remain-
ing members to execute the duties of the Board;
and

““(ii) shall be filled by appointment by the ap-
pointed members described in paragraph (1)(C)
by majority vote.

‘““(C) PARTIAL TERM.—If a member of the
Board does not serve the full term applicable
under subparagraph (A), the individual ap-
pointed under subparagraph (B) to fill the re-
sulting vacancy shall be appointed for the re-
mainder of the term of the predecessor of the in-
dividual.

‘(D) SERVING PAST TERM.—A member of the
Board may continue to serve after the expira-
tion of the term of the member until a successor
is appointed.

‘““(4) COMPENSATION.—Members of the Board
may not receive compensation for service on the
Board. Such members may be reimbursed for
travel, subsistence, and other mnecessary ex-
penses incurred in carrying out the duties of the
Board, as set forth in the bylaws issued by the
Board.

‘“‘(e) INCORPORATION.—The ex officio members
of the Board shall serve as incorporators and
shall take whatever actions necessary to incor-
porate the Foundation.

“(f) NONPROFIT STATUS.—The Foundation
shall be considered to be a corporation under
section 501(c) of the Internal Revenue Code of
1986, and shall be subject to the provisions of
such section.

““(9) EXECUTIVE DIRECTOR.—

‘(1) IN GENERAL.—The Board shall appoint an
Executive Director who shall serve at the pleas-
ure of the Board. The Executive Director shall
be responsible for the day-to-day operations of
the Foundation and shall have such specific du-
ties and responsibilities as the Board shall pre-
scribe.

““(2) COMPENSATION.—The compensation of
the Ezxecutive Director shall be fired by the
Board but shall not be greater than the com-
pensation of the Commissioner.

‘““(h) ADMINISTRATIVE POWERS.—In carrying
out this subchapter, the Board, acting through
the Executive Director, may—

‘(1) adopt, alter, and use a corporate seal,
which shall be judicially noticed;

““(2) hire, promote, compensate, and discharge
1 or more officers, employees, and agents, as
may be necessary, and define their duties;

““(3) prescribe the manner in which—
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“(A) real or personal property of the Founda-
tion is acquired, held, and transferred;

“(B) general operations of the Foundation are
to be conducted; and

“(C) the privileges granted to the Board by
law are exercised and enjoyed;

““(4) with the consent of the applicable execu-
tive department or independent agency, use the
information, services, and facilities of such de-
partment or agencies in carrying out this sec-
tion;

““(5) enter into contracts with public and pri-
vate organizations for the writing, editing,
printing, and publishing of books and other ma-
terial;

“(6) hold, administer, invest, and spend any
gift, devise, or bequest of real or personal prop-
erty made to the Foundation under subsection

“(7) enter into such other contracts, leases,
cooperative agreements, and other transactions
as the Board considers appropriate to conduct
the activities of the Foundation;

“(8) modify or consent to the modification of
any contract or agreement to which it is a party
or in which it has an interest under this sub-
chapter;

“(9) take such action as may be necessary to
obtain patents and licenses for devices and pro-
cedures developed by the Foundation and its
employees;

““(10) sue and be sued in its corporate name,
and complain and defend in courts of competent
Jjurisdiction;

““(11) appoint other groups of advisors as may
be determined necessary to carry out the func-
tions of the Foundation; and

““(12) exercise other powers as set forth in this
section, and such other incidental powers as are
necessary to carry out its powers, duties, and
functions in accordance with this subchapter.

‘(i) ACCEPTANCE OF FUNDS FROM OTHER
SOURCES.—The Executive Director may solicit
and accept on behalf of the Foundation, any
funds, gifts, grants, devises, or bequests of real
or personal property made to the Foundation,
including from private entities, for the purposes
of carrying out the duties of the Foundation.

“(j) SERVICE OF FEDERAL EMPLOYEES.—Fed-
eral Government employees may serve on com-
mittees advisory to the Foundation and other-
wise cooperate with and assist the Foundation
in carrying out its functions, so long as such
employees do not direct or control Foundation
activities.

‘“(k) DETAIL OF GOVERNMENT EMPLOYEES;
FELLOWSHIPS.—

‘(1) DETAIL FROM FEDERAL AGENCIES.—Fed-
eral Government employees may be detailed from
Federal agencies with or without reimbursement
to those agencies to the Foundation at any time,
and such detail shall be without interruption or
loss of civil service status or privilege. Each
such employee shall abide by the statutory, reg-
ulatory, ethical, and procedural standards ap-
plicable to the employees of the agency from
which such employee is detailed and those of
the Foundation.

““(2) VOLUNTARY SERVICE; ACCEPTANCE OF FED-
ERAL EMPLOYEES.—

‘“(A) FOUNDATION.—The Executive Director of
the Foundation may accept the services of em-
ployees detailed from Federal agencies with or
without reimbursement to those agencies.

‘““(B) FOOD AND DRUG ADMINISTRATION.—The
Commissioner may accept the uncompensated
services of Foundation fellows or trainees. Such
services shall be considered to be undertaking
an activity under contract with the Secretary as
described in section 708.

““(1) ANNUAL REPORTS.—

‘(1) REPORTS TO FOUNDATION.—Any recipient
of a grant, contract, fellowship, memorandum of
understanding, or cooperative agreement from
the Foundation under this section shall submit
to the Foundation a report on an annual basis
for the duration of such grant, contract, fellow-
ship, memorandum of understanding, or cooper-
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ative agreement, that describes the activities
carried out under such grant, contract, fellow-
ship, memorandum of understanding, or cooper-
ative agreement.

““(2) REPORT TO CONGRESS AND THE FDA.—Be-
ginning with fiscal year 2009, the Executive Di-
rector shall submit to Congress and the Commis-
sioner an annual report that—

““(A) describes the activities of the Foundation
and the progress of the Foundation in fur-
thering the goals and priorities established
under subsection (c)(2), including the practical
impact of the Foundation on regulated product
development;

‘““(B) provides a specific accounting of the
source and use of all funds used by the Founda-
tion to carry out such activities; and

“(C) provides information on how the results
of Foundation activities could be incorporated
into the regulatory and product review activities
of the Food and Drug Administration.

““‘(m) SEPARATION OF FUNDS.—The Executive
Director shall ensure that the funds received
from the Treasury are held in separate accounts
from funds received from entities under sub-
section (i).

‘““(n) FUNDING.—From amounts appropriated
to the Food and Drug Administration for each
fiscal year, the Commissioner shall transfer not
less than $500,000 and not more than $1,250,000,
to the Foundation to carry out subsections (a),
(b), and (d) through (m).”.

(b) OTHER FOUNDATION PROVISIONS.—Chapter
VII (21 U.S.C. 371 et seq.) (as amended by sub-
section (a)) is amended by adding at the end the
following:

“SEC. 771. LOCATION OF FOUNDATION.

“The Foundation shall, if practicable, be lo-
cated not more than 20 miles from the District of
Columbia.

“SEC. 772. ACTIVITIES OF THE FOOD AND DRUG
ADMINISTRATION.

“(a) IN GENERAL.—The Commissioner shall re-
ceive and assess the report submitted to the
Commissioner by the Executive Director of the
Foundation under section 770(1)(2).

““(b) REPORT TO CONGRESS.—Beginning with
fiscal year 2009, the Commissioner shall submit
to Congress an annual report summaricing the
incorporation of the information provided by
the Foundation in the report described under
section 770(1)(2) and by other recipients of
grants, contracts, memoranda of understanding,
or cooperative agreements into regulatory and
product review activities of the Food and Drug
Administration.

““(c) EXTRAMURAL GRANTS.—The provisions of
this subchapter shall have no effect on any
grant, contract, memorandum of understanding,
or cooperative agreement between the Food and
Drug Administration and any other entity en-
tered into before, on, or after the date of enact-
ment of the Enhancing Drug Safety and Inno-
vation Act of 2007.”".

(c) CONFORMING AMENDMENT.—Section 742(b)
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 3791(b)) is amended by adding at the end
the following: ““Any such fellowships and train-
ing programs under this section or under section
770(d)(2)(A)(ix) may include provision by such
scientists and physicians of services on a vol-
untary and uncompensated basis, as the Sec-
retary determines appropriate. Such scientists
and physicians shall be subject to all legal and
ethical requirements otherwise applicable to of-
ficers or employees of the Department of Health
and Human Services.”’.

SEC. 222. OFFICE OF THE CHIEF SCIENTIST.

Chapter IX of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 391 et seq.) is amended
by adding at the end the following:

“SEC. 910. OFFICE OF THE CHIEF SCIENTIST.

“(a) ESTABLISHMENT, APPOINTMENT.—The
Secretary shall establish within the Office of the
Commissioner an office to be known as the Of-
fice of the Chief Scientist. The Secretary shall
appoint a Chief Scientist to lead such Office.
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‘“‘(b) DUTIES OF THE OFFICE.—The Office of
the Chief Scientist shall—

‘(1) oversee, coordinate, and ensure quality
and regulatory focus of the intramural research
programs of the Food and Drug Administration;

‘“(2) track and, to the extent mecessary, co-
ordinate intramural research awards made by
each center of the Administration or science-
based office within the Office of the Commis-
sioner, and ensure that there is no duplication
of research efforts supported by the Reagan-
Udall Foundation for the Food and Drug Ad-
ministration;

““(3) develop and advocate for a budget to sup-
port intramural research;

‘“(4) develop a peer review process by which
intramural research can be evaluated; and

‘“(5) identify and solicit intramural research
proposals from across the Food and Drug Ad-
ministration through an advisory board com-
posed of employees of the Administration that
shall include—

‘““(A) representatives of each of the centers
and the science-based offices within the Office
of the Commissioner; and

‘““(B) experts on trial design, epidemiology, de-
mographics, pharmacovigilance, basic science,
and public health.”’.

Subtitle C—Clinical Trials
SEC. 231. EXPANDED CLINICAL TRIAL REGISTRY
DATA BANK.

(a) IN GENERAL.—Section 402 of the Public
Health Service Act (42 U.S.C. 282) is amended
by—

(1) redesignating subsections (7) and (k) as
subsections (k) and (1), respectively; and

(2) inserting after subsection (i) the following:

“(j) EXPANDED CLINICAL TRIAL REGISTRY
DATA BANK.—

““(1) DEFINITIONS; REQUIREMENT.—

““(A) DEFINITIONS.—In this subsection:

““(i) APPLICABLE DEVICE CLINICAL TRIAL.—The
term ‘applicable device clinical trial’ means—

‘(1) a prospective study of health outcomes
comparing an intervention against a control in
human subjects intended to support an applica-
tion under section 515 or 520(m), or a report
under section 510(k), of the Federal Food, Drug,
and Cosmetic Act (other than a limited study to
gather essential information used to refine the
device or design a pivotal trial and that is not
intended to determine safety and effectiveness of
a device); and

‘“(I11) a pediatric postmarket surveillance as
required under section 522 of the Federal Food,
Drug, and Cosmetic Act.

““(ii) APPLICABLE DRUG CLINICAL TRIAL.—

‘““(I) IN GENERAL.—The term ‘applicable drug
clinical trial’ means a controlled clinical inves-
tigation, other than a phase I clinical investiga-
tion, of a product subject to section 505 of the
Federal Food, Drug, and Cosmetic Act or to sec-
tion 351 of this Act.

““(1I) CLINICAL INVESTIGATION.—For purposes
of subclause (I), the term ‘clinical investigation’
has the meaning given that term in section 312.3
of title 21, Code of Federal Regulations.

‘““(111) PHASE 1.—The term ‘phase I' has the
meaning given that term in section 312.21 of title
21, Code of Federal Regulations.

““(iii) CLINICAL TRIAL INFORMATION.—The term
‘clinical trial information’ means those data ele-
ments that are necessary to complete an entry in
the clinical trial registry data bank under para-
graph (2).

‘““(iv) COMPLETION DATE.—The term ‘comple-
tion date’ means, with respect to an applicable
drug clinical trial or an applicable device clin-
ical trial, the date on which the last patient en-
rolled in the clinical trial has completed his or
her last medical visit of the clinical trial, wheth-
er the clinical trial concluded according to the
prespecified protocol plan or was terminated.

‘““(v) DEVICE.—The term ‘device’ means a de-
vice as defined in section 201(h) of the Federal
Food, Drug, and Cosmetic Act.

“‘(vi) DRUG.—The term ‘drug’ means a drug as
defined in section 201(g) of the Federal Food,
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Drug, and Cosmetic Act or a biological product
as defined in section 351 of this Act.

“‘(vii) RESPONSIBLE PARTY.—The term ‘respon-
sible party’, with respect to a clinical trial of a
drug or device, means—

“(I) the sponsor of the clinical trial (as de-
fined in section 50.3 of title 21, Code of Federal
Regulations (or any successor regulations)) or
the principal investigator of such clinical trial if
so designated by such sponsor; or

“(II) if no sponsor exists, the grantee, con-
tractor, or awardee for a trial funded by a Fed-
eral agency or the principal investigator of such
clinical trial if so designated by such grantee,
contractor, or awardee.

““(B) REQUIREMENT.—The Secretary shall de-
velop a mechanism by which—

‘(i) the responsible party for each applicable
drug clinical trial and applicable device clinical
trial shall submit the identity and contact infor-
mation of such responsible party to the Sec-
retary at the time of submission of clinical trial
information under paragraph (2); and

“‘(ii) other Federal agencies may identify the
responsible party for an applicable drug clinical
trial or applicable device clinical trial.

““(2) EXPANSION OF CLINICAL TRIAL REGISTRY
DATA BANK WITH RESPECT TO CLINICAL TRIAL IN-
FORMATION.—

“(A) IN GENERAL.—

‘(i) EXPANSION OF DATA BANK.—To enhance
patient enrollment and provide a mechanism to
track subsequent progress of clinical trials, the
Secretary, acting through the Director of NIH,
shall expand, in accordance with this sub-
section, the clinical trials registry of the data
bank described under subsection (i)(3)(A) (re-
ferred to in this subsection as the ‘registry data
bank’). The Director of NIH shall ensure that
the registry data bank is made publicly avail-
able through the Internet.

““(ii) CONTENT.—Not later than 18 months
after the date of enactment of the Enhancing
Drug Safety and Innovation Act of 2007, and
after notice and comment, the Secretary shall
promulgate regulations to expand the registry
data bank to require the submission to the reg-
istry data bank of clinical trial information for
applicable drug clinical trials and applicable de-
vice clinical trials that—

“(I) conforms to the International Clinical
Trials Registry Platform trial registration data
set of the World Health Organization;

“(II) includes the city, State, and zip code for
each clinical trial location, or a toll-free number
through which such location information may
be accessed;

“(111) if the drug is mot approved under sec-
tion 505 of the Federal Food, Drug, and Cos-
metic Act or licensed under section 351 of this
Act, specifies whether or not there is expanded
access to the drug under section 561 of the Fed-
eral Food, Drug, and Cosmetic Act for those
who do not qualify for enrollment in the clinical
trial and how to obtain information about such
access;

“(IV) requires the inclusion of such other
data elements to the registry data bank as ap-
propriate; and

“(V) becomes effective 90 days after issuance
of the final rule.

““(B) FORMAT AND STRUCTURE.—

““(i) SEARCHABLE CATEGORIES.—The Director
of NIH shall ensure that the public may search
the entries in the registry data bank by 1 or
move of the following criteria:

“(I) The disease or condition being studied in
the clinical trial, using Medical Subject Headers
(MeSH) descriptors.

“(II) The treatment being studied in the clin-
ical trial.

“(II1) The location of the clinical trial.

“(IV) The age group studied in the clinical
trial, including pediatric subpopulations.

“(V) The study phase of the clinical trial.

“(VI) The source of support for the clinical
trial, which may be the National Institutes of
Health or other Federal agency, a private indus-
try source, or a university or other organization.
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‘“(VII) The recruitment status of the clinical
trial.

“(VIII) The National Clinical Trial number or
other study identification for the clinical trial.

““(ii)) FORMAT.—The Director of the NIH shall
ensure that the registry data bank is easily used
by the public, and that entries are easily com-
pared.

“(C) DATA SUBMISSION.—The responsible
party for an applicable drug clinical trial shall
submit to the Director of NIH for inclusion in
the registry data bank the clinical trial informa-
tion described in subparagraph (A)(ii).

‘(D) TRUTHFUL CLINICAL TRIAL INFORMA-
TION.—

““(i) IN GENERAL.—The clinical trial informa-
tion submitted by a responsible party under this
paragraph shall not be false or misleading in
any particular.

‘“‘(ii) EFFECT.—Clause (i) shall not have the
effect of requiring clinical trial information with
respect to an applicable drug clinical trial or an
applicable device clinical trial to include infor-
mation from any source other than such clinical
trial involved.

‘“(E) CHANGES IN CLINICAL TRIAL STATUS.—

‘““(i) ENROLLMENT.—The responsible party for
an applicable drug clinical trial or an applicable
device clinical trial shall update the enrollment
status not later than 30 days after the enroll-
ment status of such clinical trial changes.

““(ii) COMPLETION.—The responsible party for
an applicable drug clinical trial or applicable
device clinical trial shall report to the Director
of NIH that such clinical trial is complete not
later than 30 days after the completion date of
the clinical trial.

“(F) TIMING OF SUBMISSION.—The clinical
trial information for an applicable drug clinical
trial or an applicable device clinical trial re-
quired to be submitted under this paragraph
shall be submitted not later than 21 days after
the first patient is enrolled in such clinical trial.

“(G) POSTING OF DATA.—

““(i) APPLICABLE DRUG CLINICAL TRIAL.—The
Director of NIH shall ensure that clinical trial
information for an applicable drug clinical trial
submitted in accordance with this paragraph is
posted publicly within 30 days of such submis-
sion.

““(ii) APPLICABLE DEVICE CLINICAL TRIAL.—
The Director of NIH shall ensure that clinical
trial information for an applicable device clin-
ical trial submitted in accordance with this
paragraph is posted publicly within 30 days of
clearance under section 510(k) of the Federal
Food, Drug, and Cosmetic Act, or approval
under section 515 or section 520(m) of such Act,
as applicable.

‘““(H) VOLUNTARY SUBMISSIONS.—A responsible
party for a clinical trial that is not an applica-
ble drug clinical trial or an applicable device
clinical trial may submit clinical trial informa-
tion to the registry data bank in accordance
with this subsection.

““(3) EXPANSION OF REGISTRY DATA BANK TO
INCLUDE RESULTS OF CLINICAL TRIALS.—

““(A) LINKING REGISTRY DATA BANK TO EXIST-
ING RESULTS.—

‘(i) IN GENERAL.—Beginning not later than 90
days after the date of enactment of the Enhanc-
ing Drug Safety and Innovation Act of 2007, for
those clinical trials that form the primary basis
of an efficacy claim or are conducted after the
drug involved is approved or after the device in-
volved is cleared or approved, the Secretary
shall ensure that the registry data bank in-
cludes links to results information for such clin-
ical trial—

“(I) not earlier than 30 days after the date of
the approval of the drug involved or clearance
or approval of the device involved; or

“(II) not later than 30 days after such infor-
mation becomes publicly available, as applica-
ble.

““(ii) REQUIRED INFORMATION.—

‘(1) FDA INFORMATION.—The Secretary shall
ensure that the registry data bank includes
links to the following information:
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“(aa) If an advisory committee considered at
a meeting an applicable drug clinical trial or an
applicable device clinical trial, any posted Food
and Drug Administration summary document
regarding such applicable drug clinical trial or
applicable clinical device trial.

“(bb) If an applicable drug clinical trial was
conducted under section 505A or 505B of the
Federal Food, Drug, and Cosmetic Act, a link to
the posted Food and Drug Administration as-
sessment of the results of such trial.

‘““(cc) Food and Drug Administration public
health advisories regarding the drug or device
that is the subject of the applicable drug clinical
trial or applicable device clinical trial, respec-
tively, if any.

‘“‘(dd) For an applicable drug clinical trial, the
Food and Drug Administration action package
for approval document required under section
505(1)(2) of the Food Drug and Cosmetic Act.

‘“‘(ee) For an applicable device clinical trial, in
the case of a premarket application, the detailed
summary of information respecting the safety
and effectiveness of the device required under
section 520(h)(1) of the Federal Food, Drug, and
Cosmetic Act, or, in the case of a report under
section 510(k) of such Act, the section 510(k)
summary of the safety and effectiveness data re-
quired under section 807.95(d) of title 21, Code of
Federal Regulations (or any successor regula-
tions).

‘““(II) NIH INFORMATION.—The Secretary shall
ensure that the registry data bank includes
links to the following information:

‘““(aa) Medline citations to any publications
regarding each applicable drug clinical trial and
applicable device clinical trial.

‘“(bb) The entry for the drug that is the sub-
ject of an applicable drug clinical trial in the
National Library of Medicine database of struc-
tured product labels, if available.

““(iii) RESULTS FOR EXISTING DATA BANK EN-
TRIES.—The Secretary may include the links de-
scribed in clause (ii) for data bank entries for
clinical trials submitted to the data bank prior
to enactment of the Enhancing Drug Safety and
Innovation Act of 2007, as available.

‘““(B) FEASIBILITY STUDY.—The Director of
NIH shall—

‘(i) conduct a study to determine the best,
validated methods of making the results of clin-
ical trials publicly available after the approval
of the drug that is the subject of an applicable
drug clinical trial; and

““(ii) mot later than 18 months after initiating
such study, submit to the Secretary any findings
and recommendations of such study.

““(C) NEGOTIATED RULEMAKING.—

‘(i) IN GENERAL.—The Secretary shall estab-
lish a megotiated rulemaking process pursuant
to subchapter IV of chapter 5 of title 5, United
States Code, to determine, for applicable drug
clinical trials—

“(I) how to ensure quality and validate meth-
ods of expanding the registry data bank to in-
clude clinical trial results information for trials
not within the scope of this Act;

‘““(1I) the clinical trials of which the results in-
formation is appropriate for adding to the ex-
panded registry data bank; and

‘“(111) the appropriate timing of the posting of
such results information.

““(it) TIME REQUIREMENT.—The process de-
scribed in paragraph (1) shall be conducted in a
timely manner to ensure that—

‘“(I) any recommendation for a proposed
rule—

‘“(aa) is provided to the Secretary mnot later
than 21 months after the date of the enactment
of the Enhancing Drug Safety and Innovation
Act of 2007; and

“(bb) includes an assessment of the benefits
and costs of the recommendation; and

‘“(1I) a final rule is promulgated not later
than 30 months after the date of the enactment
of the Enhancing Drug Safety and Innovation
Act of 2007, taking into account the rec-
ommendations under subclause (I) and the re-
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sults of the feasibility study conducted under
subparagraph (B).

““(iii) REPRESENTATION ON NEGOTIATED RULE-
MAKING COMMITTEE.—The negotiated rule-
making committee established by the Secretary
pursuant to clause (i) shall include members
representing—

“(I) the Food and Drug Administration;

“(II) the National Institutes of Health,

“(III1) other Federal agencies as the Secretary
determines appropriate;

“(IV) patient advocacy and health care pro-
vider groups;

“(V) the pharmaceutical industry;

“(VI) contract clinical research organizations;

“(VII) the International Committee of Medical
Journal Editors; and

“(VIII) other interested parties, including ex-
perts in privacy protection, pediatrics, health
information technology, health literacy, commu-
nication, clinical trial design and implementa-
tion, and health care ethics.

“(iv) CONTENT OF REGULATIONS.—The regula-
tions promulgated pursuant to clause (i) shall
establish—

“(I) procedures to determine which clinical
trials results information data elements shall be
included in the registry data bank, taking into
account the mneeds of different populations of
users of the registry data bank;

“(II) a standard format for the submission of
clinical trials results to the registry data bank;

“(II1) a standard procedure for the submission
of clinical trial results information, including
the timing of submission and the timing of post-
ing of results information, to the registry data
bank, taking into account the possible impacts
on publication of manuscripts based on the clin-
ical trial;

“(IV) a standard procedure for the
verification of clinical trial results information,
including ensuring that free text data elements
are non-promotional; and

“(V) an implementation plan for the prompt
inclusion of clinical trials results information in
the registry data bank.

‘(D) CONSIDERATION OF WORLD HEALTH ORGA-
NIZATION DATA SET.—The Secretary shall con-
sider the status of the consensus data elements
set for reporting clinical trial results of the
World Health Organization when promulgating
the regulations under subparagraph (C).

‘“(E) TRUTHFUL CLINICAL TRIAL INFORMA-
TION.—

‘(i) IN GENERAL.—The clinical trial informa-
tion submitted by a responsible party under this
paragraph shall not be false or misleading in
any particular.

“(ii) EFFECT.—Clause (i) shall not have the
effect of requiring clinical trial information with
respect to an applicable drug clinical trial or an
applicable device clinical trial to include infor-
mation from any source other than such clinical
trial involved.

‘“(F) WAIVERS REGARDING CERTAIN CLINICAL
TRIAL RESULTS.—The Secretary may waive any
applicable requirements of this paragraph for an
applicable drug clinical trial or an applicable
device clinical trial, upon a written request from
the responsible person, if the Secretary deter-
mines that extraordinary circumstances justify
the waiver and that providing the waiver is in
the public interest, consistent with the protec-
tion of public health, or in the interest of na-
tional security. Not later than 30 days after any
part of a waiver is granted, the Secretary shall
notify, in writing, the appropriate committees of
Congress of the waiver and provide an expla-
nation for why the waiver was granted.

““(4) COORDINATION AND COMPLIANCE.—

“(A) CLINICAL TRIALS SUPPORTED BY GRANTS
FROM FEDERAL AGENCIES.—

‘(i) IN GENERAL.—No Federal agency may re-
lease funds under a research grant to an award-
ee who has not complied with paragraph (2) for
any applicable drug clinical trial or applicable
device clinical trial for which such person is the
responsible party.

S5283

““(ii) GRANTS FROM CERTAIN FEDERAL AGEN-
CIES.—If an applicable drug clinical trial or ap-
plicable device clinical trial is funded in whole
or in part by a grant from the Food and Drug
Administration, National Institutes of Health,
the Agency for Healthcare Research and Qual-
ity, or the Department of Veterans Affairs, any
grant or progress report forms required under
such grant shall include a certification that the
responsible party has made all required submis-
sions to the Director of NIH under paragraph
2).

““(iii) VERIFICATION BY FEDERAL AGENCIES.—
The heads of the agencies referred to in clause
(ii), as applicable, shall verify that the clinical
trial information for each applicable drug clin-
ical trial or applicable device clinical trial for
which a grantee is the responsible party has
been submitted under paragraph (2) before re-
leasing any remaining funding for a grant or
funding for a future grant to such grantee.

‘“‘(iv) NOTICE AND OPPORTUNITY TO REMEDY.—
If the head of an agency referred to in clause
(ii), as applicable, verifies that a grantee has
not submitted clinical trial information as de-
scribed in clause (iii), such agency head shall
provide notice to such grantee of such non-com-
pliance and allow such grantee 30 days to cor-
rect such mnon-compliance and submit the re-
quired clinical trial information.

“(v) CONSULTATION WITH OTHER FEDERAL
AGENCIES.—The Secretary shall—

“(I) consult with other agencies that conduct
research involving human subjects in accord-
ance with any section of part 46 of title 45, Code
of Federal Regulations (or any successor regula-
tions), to determine if any such research is an
applicable drug clinical trial or an applicable
device clinical trial under paragraph (1); and

‘“(11) develop with such agencies procedures
comparable to those described in clauses (ii),
(iii), and (iv) to ensure that clinical trial infor-
mation for such applicable drug clinical trials
and applicable device clinical trial is submitted
under paragraph (2).

““(B) CERTIFICATION TO ACCOMPANY DRUG, BI-
OLOGICAL PRODUCT, AND DEVICE SUBMISSIONS.—
At the time of submission of an application
under section 505 of the Federal Food, Drug,
and Cosmetic Act, section 515 of such Act, sec-
tion 520(m) of such Act, or section 351 of this
Act, or submission of a report under section
510(k) of such Act, such application or submis-
sion shall be accompanied by a certification that
all applicable requirements of this subsection
have been met. Where available, such certifi-
cation shall include the appropriate National
Clinical Trial control numbers.

“(C) VERIFICATION OF SUBMISSION PRIOR TO
POSTING.—In the case of clinical trial informa-
tion that is submitted under paragraph (2), but
is nmot made publicly available pending regu-
latory approval or clearance, as applicable, the
Director of NIH shall respond to inquiries from
other Federal agencies and peer-reviewed ScCi-
entific journals to confirm that such clinical
trial information has been submitted but has not
yet been posted.

““(5) LIMITATION ON DISCLOSURE OF CLINICAL
TRIAL INFORMATION.—

‘““(A) IN GENERAL.—Nothing in this subsection
(or under section 552 of title 5, United States
Code) shall require the Secretary to publicly dis-
close, from any record or source other than the
registry data bank expanded under this sub-
section, information described in subparagraph
(B).
“(B) INFORMATION DESCRIBED.—Information
described in this subparagraph is—

“(i) information submitted to the Director of
NIH under this subsection, or information of the
same general nature as (or integrally associated
with) the information so submitted; and

““(ii) mot otherwise publicly available, includ-
ing because it is protected from disclosure under
section 552 of title 5, United States Code.

“(6) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated to carry
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out this subsection $10,000,000 for each fiscal
year.”.

(b) CONFORMING AMENDMENTS.—

(1) PROHIBITED ACTS.—Section 301 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
331) is amended by adding at the end the fol-
lowing:

“(j)(1) The failure to submit the certification
required by section 402(j)(4)(B) of the Public
Health Service Act, or knowingly submitting a
false certification under such section.

““(2) The submission of clinical trial informa-
tion under subsection (i) or (j) of section 402 of
the Public Health Service Act that is pro-
motional or false or misleading in any par-
ticular under paragraph (2) or (3) of such sub-
section (4).”’.

(2) CIVIL MONEY PENALTIES.—Section 303(f) of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 333(f)), as amended by section 203, is fur-
ther amended by—

(A) redesignating paragraphs (4), (5), and (6)
as paragraphs (5), (6), and (7), respectively;

(B) inserting after paragraph (3) the fol-
lowing:

‘“(d) Any person who violates section 301(j7)
shall be subject to a civil monetary penalty of
not more than $10,000 for the first violation, and
not more than $20,000 for each subsequent viola-
tion.”’;

(C) in paragraph (2)(C), by striking ‘‘para-
graph  (4)(4)” and inserting ‘‘paragraph
(5)(A);

(D) in paragraph (5), as so redesignated, by
striking ‘“‘paragraph (1), (2), or (3)”’ each place
it appears and inserting “‘paragraph (1), (2), (3),
or (4)”’; and

(E) in paragraph (7), as so redesignated, by
striking ‘‘paragraph (5)° each place it appears
and inserting ‘‘paragraph (6)’.

(3) NEW DRUGS AND DEVICES.—

(A) INVESTIGATIONAL NEW DRUGS.—Section
505(i) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355(i)) is amended in paragraph
(4), by adding at the end the following: ‘‘The
Secretary shall update such regulations to re-
quire inclusion in the informed consent form a
statement that clinical trial information for
such clinical investigation has been or will be
submitted for inclusion in the registry data bank
pursuant to subsections (i) and (j) of section 402
of the Public Health Service Act.”’.

(B) NEW DRUG APPLICATIONS.—Section 505(b)
of the Federal, Food, Drug, and Cosmetic Act
21 U.S.C. 355(b)) is amended by adding at the
end the following:

““(6) An application submitted under this sub-
section shall be accompanied by the certification
required under section 402(5)(4)(B) of the Public
Health Service Act. Such certification shall not
be considered an element of such application.”’.

(C) DEVICE REPORTS UNDER SECTION 510(k).—

Section 510(k) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 360(k)) is amended by
adding at the end the following:
“A notification submitted under this subsection
that contains clinical trial data for an applica-
ble device clinical trial (as defined in section
402(7)(1) of the Public Health Service Act) shall
be accompanied by the certification required
under section 402(5)(4)(B) of such Act. Such cer-
tification shall not be considered an element of
such notification.”’.

(D) DEVICE PREMARKET APPROVAL APPLICA-
TION.—Section 515(c) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 360e(c)) is amend-
ed—

(i) in subparagraph (F), by striking ‘;
and inserting a semicolon;

(ii) by redesignating subparagraph (G) as sub-
paragraph (H); and

(iii) by inserting after subparagraph (F) the
following:

‘“(G) the certification required under section
402(7)(4)(B) of the Public Health Service Act
(which shall not be considered an element of
such application); and’’.

(E) HUMANITARIAN DEVICE EXEMPTION.—Sec-
tion 520(m)(2) of the Federal Food, Drug, and

and”
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Cosmetic Act (21 U.S.C. 360e(c)) is amended in
the first sentence in the matter following sub-
paragraph (C), by inserting at the end before
the period “‘and such application shall include
the certification required under section
402(7)(4)(B) of the Public Health Service Act
(which shall not be considered an element of
such application)’’.

(¢) PREEMPTION.—

(1) IN GENERAL.—No State or political subdivi-
sion of a State may establish or continue in ef-
fect any requirement for the registration of clin-
ical trials or for the inclusion of information re-
lating to the results of clinical trials in a data-
base.

(2) RULE OF CONSTRUCTION.—The fact of sub-
mission of clinical trial information, if submitted
in compliance with subsection (i) and (j) of sec-
tion 402 of the Public Health Service Act (as
amended by this section), that relates to a use of
a drug or device not included in the official la-
beling of the approved drug or device shall not
be construed by the Secretary or in any admin-
istrative or judicial proceeding, as evidence of a
new intended use of the drug or device that is
different from the intended use of the drug or
device set forth in the official labeling of the
drug or device. The availability of clinical trial
information through the data bank under such
subsections (i) and (j), if submitted in compli-
ance with such subsections, shall not be consid-
ered as labeling, adulteration, or misbranding of
the drug or device under the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301 et seq.).

(d) TRANSITION RULE; EFFECTIVE DATE OF
FUNDING RESTRICTIONS.—

(1) TRANSITION RULE FOR CLINICAL TRIALS INI-
TIATED PRIOR TO EXPANSION OF REGISTRY DATA
BANK.—The responsible party (as defined in
paragraph (1) of section 402(7) of the Public
Health Service Act (as added by this section))
for an applicable drug clinical trial or applica-
ble device clinical trial (as defined under such
paragraph (1)) that is initiated after the date of
enactment of this subtitle and before the effec-
tive date of the regulations promulgated under
paragraph (2) of such section 402(j), shall sub-
mit required clinical trial information wunder
such section not later than 120 days after such
effective date.

(2) FUNDING RESTRICTIONS.—Subparagraph
(4) of paragraph (4) of such section 402(j) shall
take effect 210 days after the effective date of
the regulations promulgated under paragraph
(2) of such section 402(j).

(e) EFFECTIVE DATE.—Beginning 90 days after
the date of enactment of this title, the respon-
sible party for an applicable drug clinical trial
or an applicadble device clinical trial (as that
term is defined in such section 402(j)) that is ini-
tiated after the date of enactment of this title
and before the effective date of the regulations
issued under subparagraph (A) of paragraph (2)
of such subsection, shall submit clinical trial in-
formation under such paragraph (2).

Subtitle D—Conflicts of Interest
SEC. 241. CONFLICTS OF INTEREST.

(a) IN GENERAL.—Subchapter A of chapter VII
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 371 et seq.) is amended by inserting at the
end the following:

“SEC. 712. CONFLICTS OF INTEREST.

““(a) DEFINITIONS.—For purposes of this sec-
tion:

‘(1) ADVISORY COMMITTEE.—The term ‘advi-
sory committee’ means an advisory committee
under the Federal Advisory Committee Act that
provides advice or recommendations to the Sec-
retary regarding activities of the Food and Drug
Administration.

““(2) FINANCIAL INTEREST.—The term ‘finan-
cial interest’ means a financial interest under
section 208(a) of title 18, United States Code.

“(b) APPOINTMENTS TO ADVISORY COMMIT-
TEES.—

‘(1) RECRUITMENT.—

“(A) IN GENERAL.—Given the importance of
advisory committees to the review process at the
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Food and Drug Administration, the Secretary
shall carry out informational and recruitment
activities for purposes of recruiting individuals
to serve as advisory committee members. The
Secretary shall seek input from professional
medical and scientific societies to determine the
most effective informational and recruitment ac-
tivities. The Secretary shall also take into ac-
count the advisory committees with the greatest
number of vacancies.

“(B) RECRUITMENT ACTIVITIES.—The recruit-
ment activities under subparagraph (A) may in-
clude—

““(i) advertising the process for becoming an
advisory committee member at medical and sci-
entific society conferences;

“(ii) making widely available, including by
using existing electronic communications chan-
nels, the contact information for the Food and
Drug Administration point of contact regarding
advisory committee nominations; and

“‘(iii) developing a method through which an
entity receiving National Institutes of Health
funding can identify a person who the Food
and Drug Administration can contact regarding
the nomination of individuals to serve on advi-
sory committees.

““(2) EVALUATION AND CRITERIA.—When con-
sidering a term appointment to an advisory com-
mittee, the Secretary shall review the expertise
of the individual and the financial disclosure
report filed by the individual pursuant to the
Ethics in Government Act of 1978 for each indi-
vidual under consideration for the appointment,
so as to reduce the likelihood that an appointed
individual will later require a written deter-
mination as referred to in section 208(b)(1) of
title 18, United States Code, a written certifi-
cation as referred to in section 208(b)(3) of title
18, United States Code, or a waiver as referred
to in subsection (c)(3) of this section for service
on the committee at a meeting of the committee.

“(c) GRANTING AND DISCLOSURE OF WAIV-
ERS.—

““(1) IN GENERAL.—Prior to a meeting of an ad-
visory committee regarding a ‘particular matter’
(as that term is used in section 208 of title 18,
United States Code), each member of the com-
mittee who is a full-time Government employee
or special Government employee shall disclose to
the Secretary financial interests in accordance
with subsection (b) of such section 208.

““(2) FINANCIAL INTEREST OF ADVISORY COM-
MITTEE MEMBER OR FAMILY MEMBER.—No mem-
ber of an advisory committee may vote with re-
spect to any matter considered by the advisory
committee if such member (or an immediate fam-
ily member of such member) has a financial in-
terest that could be affected by the advice given
to the Secretary with respect to such matter, ex-
cluding interests exempted in regulations issued
by the Director of the Office of Government Eth-
ics as too remote or inconsequential to affect the
integrity of the services of the Government offi-
cers or employees to which such regulations
apply.

‘“(3) WAIVER.—The Secretary may grant a
waiver of the prohibition in paragraph (2) if
such waiver is necessary to afford the advisory
committee essential expertise.

‘““(4) LIMITATION.—The Secretary may not
grant a waiver under paragraph (3) for a mem-
ber of an advisory committee when the member’s
own scientific work is involved.

“(5) DISCLOSURE OF  WAIVER.—Notwith-
standing section 107(a)(2) of the Ethics in Gov-
ernment Act (5 U.S.C. App.), the following shall
apply:

““(A) 15 OR MORE DAYS IN ADVANCE.—AS soon
as practicable, but in no case later than 15 days
prior to a meeting of an advisory committee to
which a written determination as referred to in
section 208(b)(1) of title 18, United States Code,
a written certification as referred to in section
208(b)(3) of title 18, United States Code, or a
waiver as referred to in paragraph (3) applies,
the Secretary shall disclose (other than informa-
tion exempted from disclosure under section 552
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of title 5, United States Code, and section 552a
of title 5, United States Code (popularly known
as the Freedom of Information Act and the Pri-
vacy Act of 1974, respectively)) on the Internet
website of the Food and Drug Administration—

““(i) the type, nature, and magnitude of the fi-
nancial interests of the advisory committee mem-
ber to which such determination, certification,
or waiver applies; and

‘‘(ii) the reasons of the Secretary for such de-
termination, certification, or waiver.

“(B) LESS THAN 30 DAYS IN ADVANCE.—In the
case of a financial interest that becomes known
to the Secretary less than 30 days prior to a
meeting of an advisory committee to which a
written determination as referred to in section
208(b)(1) of title 18, United States Code, a writ-
ten certification as referred to in Ssection
208(b)(3) of title 18, United States Code, or a
waiver as referred to in paragraph (3) applies,
the Secretary shall disclose (other than informa-
tion exempted from disclosure under section 552
of title 5, United States Code, and section 552a
of title 5, United States Code) on the Internet
website of the Food and Drug Administration,
the information described in clauses (i) and (ii)
of subparagraph (A) as soon as practicable after
the Secretary makes such determination, certifi-
cation, or waiver, but in no case later than the
date of such meeting.

‘“‘(d) PUBLIC RECORD.—The Secretary shall en-
sure that the public record and transcript of
each meeting of an advisory committee includes
the disclosure required under subsection (c)(5)
(other than information exempted from disclo-
sure under section 552 of title 5, United States
Code, and section 552a of title 5, United States
Code).

‘““(e) ANNUAL REPORT.—Not later than Feb-
ruary 1 of each year, the Secretary shall submit
to the Inspector General of the Department of
Health and Human Services, the Committee on
Appropriations and the Committee on Health,
Education, Labor, and Pensions of the Senate,
and the Committee on Appropriations and the
Committee on Energy and Commerce of the
House of Representatives, a report that de-
scribes—

““(1) with respect to the fiscal year that ended
on September 30 of the previous year, the num-
ber of vacancies on each advisory committee, the
number of nominees received for each committee,
and the number of such nominees willing to
serve;

“(2) with respect to such year, the aggregate
number of disclosures required under subsection
(c)(5) for each meeting of each advisory com-
mittee and the percentage of individuals to
whom such disclosures did not apply who served
on such committee for each such meeting;

“(3) with respect to such year, the number of
times the disclosures required under subsection
(c)(5) occurred under subparagraph (B) of such
subsection; and

‘““(4) how the Secretary plans to reduce the
number of vacancies reported under paragraph
(1) during the fiscal year following such year,
and mechanisms to encourage the nomination of
individuals for service on an advisory com-
mittee, including those who are classified by the
Food and Drug Administration as academicians
or practitioners.

“(f) PERIODIC REVIEW OF GUIDANCE.—Not less
than once every 5 years, the Secretary shall re-
view guidance of the Food and Drug Adminis-
tration regarding conflict of interest waiver de-
terminations with respect to advisory committees
and update such guidance as necessary.’’.

(b) CONFORMING AMENDMENT.—Section 505(n)
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355(n)) is amended by—

(1) striking paragraph (4); and

(2) redesignating paragraphs (5), (6), (7), and
(8) as paragraphs (4), (5), (6), and (7), respec-
tively.

(c) EFFECTIVE DATE.—The amendments made
by this section shall take effect on October 1,
2007.
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Subtitle E—Other Drug Safety Provisions

SEC. 251. DATABASE FOR AUTHORIZED GENERIC
DRUGS.

Section 505 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355), as amended by this
title, is further amended by adding at the end
the following:

‘“(q) DATABASE FOR AUTHORIZED GENERIC
DRUGS.—

“(1) IN GENERAL.—

““(A) PUBLICATION.—The Commissioner shall—

‘(i) not later than 9 months after the date of
enactment of the Enhancing Drug Safety and
Innovation Act of 2007, publish a complete list
on the Internet website of the Food and Drug
Administration of all authorized generic drugs
(including drug trade mame, brand company
manufacturer, and the date the authorized ge-
neric drug entered the market); and

“(ii) update the list quarterly to include each
authorized generic drug included in an annual
report submitted to the Secretary by the sponsor
of a listed drug during the preceding 3-month
period.

““(B) NOTIFICATION.—The Commissioner shall
notify relevant Federal agencies, including the
Centers for Medicare & Medicaid Services and
the Federal Trade Commission, any time the
Commissioner updates the information described
in subparagraph (4).

““(2) INCLUSION.—The Commissioner shall in-
clude in the list described in paragraph (1) each
authorized generic drug included in an annual
report submitted to the Secretary by the sponsor
of a listed drug after January 1, 1999.

““(3) AUTHORIZED GENERIC DRUG.—In this sec-
tion, the term ‘authorized generic drug’ means a
listed drug (as that term is used in subsection
(7)) that—

“(A) has been approved under subsection (c);
and

“(B) is marketed, sold, or distributed directly
or indirectly to retail class of trade under a dif-
ferent labeling, packaging (other than repack-
aging as the listed drug in blister packs, unit
doses, or similar packaging for use in institu-
tions), product code, labeler code, trade name,
or trade mark than the listed drug.”’.

SEC. 252. MEDICAL MARIJUANA.

The Secretary shall require that State-legal-
ized medical marijuana be subject to the full
regulatory requirements of the Food and Drug
Administration, including a risk evaluation and
mitigation strategy and all other requirements
and penalties of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 301 et seq.) regarding
safe and effective reviews, approval, sale, mar-
keting, and use of pharmaceuticals.

TITLE III-MEDICAL DEVICES
SEC. 301. SHORT TITLE; REFERENCES.

(a) SHORT TITLE.—This title may be cited as
the ‘“Medical Device User Fee Amendments of
2007°.

(b) REFERENCES.—Except as otherwise speci-
fied, whenever in this title an amendment is ex-
pressed in terms of an amendment to a section or
other provision, the reference shall be consid-
ered to be made to a section or other provision
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 301 et seq.).

Subtitle A—Device User Fees
SEC. 302. DEVICE FEES.

Section 737 (21 U.S.C. 379i) is amended—

(1) by striking the section designation and all
that follows through ‘‘For purposes of this sub-
chapter’ and inserting the following:

“SEC. 737. DEVICE FEES.

““(a) PURPOSE.—It is the purpose of this part
that the fees authorized under this part be dedi-
cated toward expediting the process for the re-
view of device applications and for assuring the
safety and effectiveness of devices, as set forth
in the goals identified for purposes of this part
in the letters from the Secretary to the Chair-
man of the Committee on Health, Education,
Labor, and Pensions of the Senate and the
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Chairman of the Committee on Energy and Com-
merce of the House of Representatives, as set
forth in the Congressional Record.

“(b) REPORTS.—

‘““(1) PERFORMANCE REPORT.—For fiscal years
2008 through 2012, not later than 120 days after
the end of each fiscal year during which fees
are collected under this part, the Secretary shall
prepare and submit to the Committee on Health,
Education, Labor, and Pensions of the Senate
and the Committee on Energy and Commerce of
the House of Representatives, a report con-
cerning the progress of the Food and Drug Ad-
ministration in achieving the goals identified in
the letters described in subsection (a) during
such fiscal year and the future plans of the
Food and Drug Administration for meeting the
goals. The report for a fiscal year shall include
information on all previous cohorts for which
the Secretary has not given a complete response
on all device premarket applications, supple-
ments, and premarket notifications in the co-
hort.

‘““(2) FISCAL REPORT.—For fiscal years 2008
through 2012, not later than 120 days after the
end of each fiscal year during which fees are
collected under this part, the Secretary shall
prepare and submit to the Committee on Health,
Education, Labor, and Pensions of the Senate
and the Committee on Energy and Commerce of
the House of Representatives, a report on the
implementation of the authority for such fees
during such fiscal year and the use, by the Food
and Drug Administration, of the fees collected
during such fiscal year for which the report is
made.

““(3) PUBLIC AVAILABILITY.—The Secretary
shall make the reports required under para-
graphs (1) and (2) available to the public on the
Internet website of the Food and Drug Adminis-
tration.

““(c) REAUTHORIZATION.—

‘““(1) CONSULTATION.—In  developing rec-
ommendations to present to Congress with re-
spect to the goals, and plans for meeting the
goals, for the process for the review of device
applications for the first 5 fiscal years after fis-
cal year 2012, and for the reauthorization of this
part for such fiscal years, the Secretary shall
consult with—

‘““(A) the Committee on Energy and Commerce
of the House of Representatives;

‘““(B) the Committee on Health, Education,
Labor, and Pensions of the Senate;

“(C) scientific and academic experts;

‘(D) health care professionals;

‘““(E) representatives of patient and consumer
advocacy groups; and

‘“(F) the regulated industry.

““(2) PUBLIC REVIEW OF RECOMMENDATIONS.—
After negotiations with the regulated industry,
the Secretary shall—

‘““(A) present the recommendations developed
under paragraph (1) to the Congressional com-
mittees specified in such paragraph;

‘“‘(B) publish such recommendations in the
Federal Register;

‘“(C) provide for a period of 30 days for the
public to provide written comments on such rec-
ommendations;

‘(D) hold a meeting at which the public may
present its views on such recommendations; and

‘““(E) after consideration of such public views
and comments, revise such recommendations as
necessary.

““(3) TRANSMITTAL OF RECOMMENDATIONS.—
Not later than January 15, 2012, the Secretary
shall transmit to Congress the revised rec-
ommendations under paragraph (2), a summary
of the views and comments received under such
paragraph, and any changes made to the rec-
ommendations in response to such views and
comments.

‘“(d) DEFINITIONS.—For
part:”’;

(2) by redesignating paragraphs (5), (6), (7),
and (8), as paragraphs (7), (8), (9), and (11), re-
spectively;

purposes of this
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(3) in paragraph (4)—

(A) in subparagraph (A), by striking ‘“‘or an
efficacy supplement,” and inserting ‘“‘an effi-
cacy supplement, or a 30-day notice,”’; and

(B) by adding at the end the following:

‘“(F) The term ‘30-day motice’ means a supple-
ment to an approved premarket application or
premarket report under section 515 that is lim-
ited to a request to make modifications to manu-
facturing procedures or methods of manufacture
affecting the safety and effectiveness of the de-
vice.”’;

(4) by inserting after paragraph (4) the fol-
lowing:

““(5) The term ‘request for classification infor-
mation’ means a request made under Section
513(g) for information respecting the class in
which a device has been classified or the re-
quirements applicable to a device.

‘““(6) The term ‘annual fee for periodic report-
ing concerning a class III device’ means the fee
associated with reports imposed by a premarket
application approval order (as described in sec-
tion 814.82(a)(7) of title 21, Code of Federal Reg-
ulations), usually referred to as ‘annual re-
ports.””’;

(5) in paragraph (9), as redesignated by para-
graph (2)—

(A) by striking “April of”’ and inserting “‘Oc-
tober of”’; and

(B) by striking
“October 20017’;

(6) by inserting after paragraph (9), as redes-
ignated by paragraph (2), the following:

““(10) The term ‘person’ includes an affiliate of
such person.”’; and

(7) by adding at the end the following:

““(12) The term ‘establishment subject to a reg-
istration fee’ means an establishment required to
register with the Secretary under section 510 at
which any of the following types of activities
are conducted:

“(A) MANUFACTURER.—An establishment that
makes by any means any article that is a device
including an establishment that sterilizes or oth-
erwise makes such article for or on behalf of a
specification developer or any other person.

“(B) SINGLE-USE DEVICE REPROCESSOR.—Amn
establishment that performs manufacturing op-
erations on a single-use device.

“(C) SPECIFICATION DEVELOPER.—An estab-
lishment that develops specifications for a de-
vice that is distributed under the establishment’s

“April 2002 and inserting
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name but that performs mo manufacturing, in-
cluding establishments that, in addition to de-
veloping specifications, arrange for the manu-
facturing of devices labeled with another estab-
lishment’s name by a contract manufacturer.

“(13) The term ‘establishment registration fee’
means a fee assessed under section 738(a)(3) for
the registration of an establishment subject to a
registration fee.

““(e) SUNSET.—This part shall cease to be ef-
fective on October 1, 2012, except that subsection
(b) with respect to reports shall cease to be effec-
tive January 31, 2013.”.

SEC. 303. AUTHORITY TO ASSESS AND USE DE-
VICE FEES.

Section 738 (21 U.S.C. 379j) is amended—

(1) in subsection (a)—

(4) in paragraph (2)—

(i) in the header, by inserting ‘‘, AND ANNUAL
FEE FOR PERIODIC REPORTING CONCERNING A
CLASS 1II DEVICE” after “FEE’’;

(ii) in subparagraph (A)—

(I) in clause (iii), by inserting ‘75 percent of”’
after “‘a fee equal to’’;

(1) in clause (iv), by striking “21.5”’ and in-
serting ““157’;

(I1I) in clause (v), by striking “7.2” and in-
serting “‘7”’;

(IV) by redesignating clauses (vi) and (vii) as
clauses (vii) and (viii), respectively;

(V) by inserting after clause (v) the following:

“(vi) For a 30-day notice, a fee equal to 1.6
percent of the fee that applies under clause
(1).7;

(VI) in clause (viii), as redesignated by sub-
clause (I1V)—

(aa) by striking “‘1.42”° and inserting ““1.84"’;
and

(bb) by striking *‘, subject to any adjustment
under subsection (e)(2)(C)(ii)”’; and

(VII) by adding at the end the following:

“(ix) For a request for classification informa-
tion, a fee equal to 1.35 percent of the fee that
applies under clause (i).

“‘(x) For periodic reporting concerning a class
111 device, the annual fee shall be equal to 3.5
percent of the fee that applies under clause
(1).”;

(iii) in subparagraph (C)—

(I) in the first sentence—

(aa) by striking “‘or’’; and

(bb) by striking ‘“‘except that’ and all that fol-
lows through the period and inserting ‘, 30-day
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notice, request for classification information, or
periodic report concerning a class III device.”’;
and

(II) by striking the third sentence; and

(iv) in subparagraph (D)—

(1) in clause (iii), by striking the last two sen-
tences; and

(1) by adding at the end the following:

““(iv) MODULAR APPLICATION WITHDRAWN BE-
FORE FIRST ACTION.—The Secretary shall refund
75 percent of the application fee paid for a mod-
ular application submitted under section
515(c)(4) that is withdrawn before a second mod-
ule is submitted and before a first action on the
first module. If the modular application is with-
drawn after a second or subsequent module is
submitted but before any first action, the Sec-
retary may return a portion of the fee. The
amount of refund, if any, shall be based on the
level of effort already expended on the review of
the modules submitted.

“(v) SOLE DISCRETION TO REFUND.—The Sec-
retary shall have sole discretion to refund a fee
or portion of the fee under this subparagraph. A
determination by the Secretary concerning a re-
fund under this paragraph shall not be review-
able.”’; and

(B) by adding at the end the following:

“(3) ANNUAL ESTABLISHMENT REGISTRATION
FEE.—

‘““(A) IN GENERAL.—Except as provided in sub-
paragraph (B), each establishment subject to a
registration fee shall be subject to a fee for each
initial or annual registration beginning with its
registration for fiscal year 2008.

“(B) EXCEPTION FOR FEDERAL OR STATE GOV-
ERNMENT ESTABLISHMENT.—No fee shall be re-
quired under subparagraph (A) for an establish-
ment operated by a Federal or State Government
entity unless a device manufactured by the es-
tablishment is to be distributed commercially.

“(C) PAYMENT.—The annual establishment
registration fee shall be due once each fiscal
year, upon the initial registration of the estab-
lishment or upon the annual registration under
section 510.”’;

(2) by striking subsection (b) and inserting the
following:

‘“‘(b) FEE AMOUNTS.—Except as provided in
subsections (c), (d), and (e), the fees under sub-
section (a) shall be based on the following fee
amounts:

Fee

Type

Fiscal Fiscal Fiscal Fiscal Fiscal
Year Year Year Year Year
2008 2009 2010 2011 2012

Premarket Application
Establishment Registration Fee

$185,000 $200,725 $217,787  $236,298  $256,384
$1,706 81,851 $2,008 $2,179  $2,364°’;

(3) in subsection (c)—

(4) in the heading, by striking ‘‘Annual Fee
Setting’’ and inserting ‘‘ANNUAL FEE SETTING’’;

(B) in paragraph (1), by striking the second
sentence;

(C) by redesignating paragraphs (2) and (3) as
paragraphs (3) and (4), respectively;

(D) by inserting after paragraph (1) the fol-
lowing:

“(2) ADJUSTMENT OF ANNUAL ESTABLISHMENT
REGISTRATION FEE.—

“(A) IN GENERAL.—When setting the fees for
fiscal year 2010, the Secretary may increase the
establishment registration fee specified in sub-
section (b) only if the Secretary estimates that
the number of establishments submitting fees for
fiscal year 2009 is less than 12,250. The percent
increase shall be the percent by which the esti-
mate of establishments submitting fees in fiscal
year 2009 is less than 12,750, but in no case shall
the percent increase be more than 8.5 percent
over the amount for such fee specified in sub-
section (b) for fiscal year 2010. If the Secretary

makes any adjustment to the establishment reg-
istration fee for fiscal year 2010, then the estab-
lishment registration fee for fiscal years 2011
and 2012 under subsection (b) shall be adjusted
as follows: the fee for fiscal year 2011 shall be
equal to the adjusted fee for fiscal year 2010, in-
creased by 8.5 percent, and the fee for fiscal
year 2012 shall be equal to the adjusted fee for
fiscal year 2011, increased by 8.5 percent.

‘“(B) PUBLICATION IN THE FEDERAL REG-
ISTER.—The Secretary shall publish any deter-
mination with respect to any establishment reg-
istration fee adjustment made under subpara-
graph (A), and the rationale for such deter-
mination, in the Federal Register.”’; and

(E) in paragraph (4)(A), as so redesignated—

(i) by striking “‘For fiscal years 2006 and 2007,
the” and inserting ‘‘The’’; and

(ii) by striking ‘‘of fiscal year 2008’ and in-
serting ‘‘of the next fiscal year’’;

(4) in subsection (d)—

(A) in paragraph (1), by striking ‘*, partners,
and parent firms’’;

(B) in paragraph (2)—

I

(i) in subparagraph (A), by striking
ners, and parent firms’’;
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(ii) in subparagraph (B)—

(1) by striking ‘“‘An applicant shall” and in-
serting the following:

‘(i) IN GENERAL.—An applicant shall’’;

(11) by striking ‘“The applicant shall support”
and inserting the following:

““(ii) FIRMS SUBMITTING TAX RETURNS TO THE
UNITED STATES INTERNAL REVENUE SERVICE.—
The applicant shall support’’;

(I1I) by striking ‘‘, partners,
firms’’ both places the term appears;

and parent

(IV) by striking ‘“‘partners, or parent firms,
the’’ and inserting ‘‘the’’;

(V) by striking ‘, partners, or parent firms,
respectively’’; and

(VI) by adding at the end the following:
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““(iii) FIRMS NOT SUBMITTING TAX RETURNS TO
THE UNITED STATES INTERNAL REVENUE SERV-
ICE.—The applicant shall support its claim that
it meets the definition under subparagraph (A)
by submission of the following:

“(I) A signed certification, in such form as the
Secretary may direct through a notice published
in the Federal Register, that the applicant meets
the criteria for a small business.

‘“(I11) A certification, in English, from the na-
tional taxing authority of the country in which
it is headquartered. Such certification shall pro-
vide the applicant’s gross receipts and sales for
the most recent year, in both the local currency
and in United States dollars, the exchange rate
used in making this conversion to dollars, and
the dates during which these receipts and sales
were collected, and it shall bear the official seal
of the national taxing authority.

“(1I1) Identical certifications shall be provided
for each of the applicant’s affiliates.

‘“(1V) A statement signed by the head of the
applicant or its chief financial officer that it
has submitted certifications for all of its affili-
ates, or that it had mo affiliates, whichever is
applicable.”’; and

(ii1) in subparagraph (C)—

(I) by striking ‘‘reduced rate of”’ and inserting
“reduced rate of—"’; and

(I1) by striking ‘38 percent’ and all that fol-
lows through the period and inserting the fol-
lowing:

“(i) 25 percent of the fee established under
such subsection for a premarket application, a
premarket report, a supplement, or a periodic re-
port concerning a class I1I device; and

“(it) 50 percent of the fee established under
such subsection for a 30-day notice or a request
for classification information.”’;

(5) in subsection (e)—

(A) in paragraph (1), by striking ‘2004’ and
inserting <‘2008’; and

(B) in paragraph (2)—

(i) in subparagraph (A), by striking
ners, and parent firms’’;

(ii) by striking subparagraph (B) and insert-
ing the following:

““(B) EVIDENCE OF QUALIFICATION.—

““(i) IN GENERAL.—An applicant shall pay the
higher fees established by the Secretary each
year unless the applicant submits evidence that
it qualifies for the lower fee rate.

““(ii) FIRMS SUBMITTING TAX RETURNS TO THE
UNITED STATES INTERNAL REVENUE SERVICE.—
The applicant shall support its claim that it
meets the definition under subparagraph (4) by
submission of a copy of its most recent Federal
income tax return for a taxable year, and a copy
of such returns of its affiliates, which show an
amount of gross sales or receipts that is less
than the maximum established in subparagraph
(A4). The applicant, and each of such affiliates,
shall certify that the information provided is a
true and accurate copy of the actual taxr forms
they submitted to the Internal Revenue Service.
If no tax forms are submitted for affiliates, the
applicant shall certify that the applicant has no
affiliates.

““(iii) FIRMS NOT SUBMITTING TAX RETURNS TO
THE UNITED STATES INTERNAL REVENUE SERV-
ICE.—The applicant shall support its claim that
it meets the definition under subparagraph (A)
by submission of the following:

‘(1) A signed certification, in such form as the
Secretary may direct through a notice published
in the Federal Register, that the applicant meets
the criteria for a small business.

‘“(II) A certification, in English, from the na-
tional taxing authority of the country in which
it is headquartered. Such certification shall pro-
vide the applicant’s gross receipts and sales for
the most recent year, in both the local currency
and in United States dollars, and the exchange
rate used in making such conversion to dollars,
and the dates during which such receipts and
sales were collected, and it shall bear the official
seal of the national taxing authority.

““(111) Identical certifications shall be provided
for each of the applicant’s affiliates.

¢

‘. part-

CONGRESSIONAL RECORD — SENATE

“(IV) A statement signed by the head of the
applicant or its chief financial officer that it
has submitted certifications for all of its affili-
ates, or that it had no affiliates, whichever is
applicable.”’; and

(iii) by striking subparagraph (C) and insert-
ing the following:

““(C) REDUCED FEES.—For fiscal year 2008 and
each subsequent fiscal year, where the Secretary
finds that the applicant involved meets the defi-
nition under subparagraph (A), the fee for a
premavrket notification submission may be paid
at 50 percent of the fee that applies under sub-
section (a)(2)(A)(viii) and as established under
subsection (c)(1).”’;

(6) by striking subsection (f) and inserting the
following:

“(f) EFFECT OF FAILURE TO PAY FEES.—

‘(1) IN GENERAL.—A premarket application,
premarket report, supplement, or premarket no-
tification submission, 30-day notice, request for
classification information, or periodic report
concerning a class I1I device submitted by a per-
son subject to fees under paragraphs (2) and (3)
of subsection (a) shall be considered incomplete
and shall not be accepted by the Secretary until
all fees owed by such person have been paid.

““(2) REGISTRATION INFORMATION.—Registra-
tion information submitted by an establishment
subject to a registration fee under subsection
(a)(3) shall be considered incomplete and shall
not be accepted by the Secretary until the reg-
istration fee owed for the establishment has
been paid. Until the fee is paid and the registra-
tion is complete, the establishment shall be
deemed to have failed to register in accordance
with section 510.°°;

(7) in subsection (g)—

(A) by striking paragraph (1) and inserting
the following:

‘(1) PERFORMANCE GOALS; TERMINATION OF
PROGRAM.—With respect to the amount that,
under the salaries and expenses account of the
Food and Drug Administration, is appropriated
for a fiscal year for devices and radiological
products, fees may not be assessed under sub-
section (a) for the fiscal year, and the Secretary
is not expected to meet any performance goals
identified for the fiscal year, if—

“(A) the amount so appropriated for the fiscal
year, excluding the amount of fees appropriated
for the fiscal year, is more than 1 percent less
than $205,720,000 multiplied by the adjustment
factor applicable to such fiscal year; or

“(B) fees were not assessed under subsection
(a) for the previous fiscal year.”’; and

(B) in paragraph (2), by striking ‘“‘and pre-
market notification submissions, and’ and in-
serting ‘‘premarket notification submissions, 30-
day notices, requests for classification informa-
tion, periodic reports concerning a class III de-
vice, and establishment registrations’’; and

(8) in subsection (h), by striking paragraphs
(3) and (4) and inserting the following:

““(3) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated for fees
under this section—

““(A) $48,431,000 for fiscal year 2008;

“(B) $52,547,000 for fiscal year 2009;

“(C) $57,014,000 for fiscal year 2010;

“(D) $61,860,000 for fiscal year 2011; and

‘“(E) $67,118,000 for fiscal year 2012.

‘““(4) OFFSET.—If the cumulative amount of
fees collected during fiscal years 2008, 2009, and
2010, added to the amount estimated to be col-
lected for fiscal year 2011 (which estimate shall
be based upon the amount of fees received by
the Secretary through June 30, 2011), exceeds
the amount of fees specified in aggregate in
paragraph (3) for such 4 fiscal years, the aggre-
gate amount in excess shall be credited to the
appropriation account of the Food and Drug
Administration as provided in paragraph (1),
and shall be subtracted from the amount of fees
that would otherwise be authoriced to be col-
lected under this section pursuant to appropria-
tion Acts for fiscal year 2012.°°.

SEC. 304. SAVINGS CLAUSE.

Notwithstanding section 107 of the Medical

Device User Fee and Modernization Act of 2002
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(Public Law 107-250), and notwithstanding the
amendments made by this subtitle, part 3 of sub-
chapter C of chapter VII of the Federal Food,
Drug, and Cosmetic Act, as in effect on the day
before the date of enactment of this subtitle,
shall continue to be in effect with respect to pre-
market applications, premarket reports, pre-
market mnotification submissions, and supple-
ments (as defined in such part as of such day)
that on or after October 1, 2002, but before Octo-
ber 1, 2007, were accepted by the Food and Drug
Administration for filing with respect to assess-
ing and collecting any fee required by such part
for a fiscal year prior to fiscal year 2008.

SEC. 305. EFFECTIVE DATE.

The amendments made by this subtitle shall
take effect on the date of the enactment of this
subtitle.

Subtitle B—Amendments Regarding
Regulation of Medical Devices
SEC. 311. INSPECTIONS BY ACCREDITED PER-
SONS.

Section 704(g) (21 U.S.C. 374(g)) is amended—

(1) in paragraph (1) by striking ‘‘not later
than one year after the date of enactment of
this subsection, the Secretary’ and inserting
“The Secretary’’;

(2) in paragraph (3) by adding at the end the
following:

“(F) Such person shall notify the Secretary of
any withdrawal, suspension, restriction, or ex-
piration of certificate of conformance with the
quality systems standard referred to in para-
graph (7) for any manufacturer that such per-
son inspects under this subsection not later than
30 days after such withdrawal, suspension, re-
striction, or expiration.

‘“(G) Such person may conduct audits to es-
tablish conformance with the quality systems
standard referred to in paragraph (7).”’;

(3) by amending paragraph (6) to read as fol-
lows:

‘““(6) A device establishment is eligible for in-
spections by persons accredited under para-
graph (2) if the following conditions are met:

“(A) With respect to inspections to be con-
ducted by an accredited person—

‘““(i) the owmner or operator of the establish-
ment submits to the Secretary a mnotice indi-
cating the intent to use such a person to con-
duct the inspection, and the date on which the
inspection is scheduled to begin; and

““(ii) the accredited person whom the estab-
lishment selects to conduct the inspection is list-
ed on the Internet site of the Food and Drug
Administration referred to in paragraph (4).

‘““(B) As requested by the Secretary, the estab-
lishment or the accredited person identified in
the notice under subparagraph (A) provides in-
formation concerning the relationship between
the establishment and such accredited person.’’;

(4) in paragraph (7)—

(A) by amending subparagraph (A) to read as
follows:

‘““(A) Persons accredited under paragraph (2)
to conduct inspections shall record in writing
their inspection observations and shall present
the observations to the device establishment’s
designated representative and describe each 0b-
servation. Additionally, such accredited person
shall prepare an inspection report in a form and
manner designated by the Secretary, taking into
consideration the goals of international harmo-
nization of quality systems standards. Any offi-
cial classification of the inspection shall be de-
termined by the Secretary.’”’; and

(B) by adding at the end the following new
subparagraph:

‘““(F) The Secretary shall accept reports of au-
dits assessing conformance with an appropriate
quality systems standard set by the Inter-
national Organization for Standardization
(ISO) identified by the Secretary in public no-
tice for the purpose of setting risk-based
inspectional priorities.”’.
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SEC. 312. EXTENSION OF AUTHORITY FOR THIRD
PARTY REVIEW OF PREMARKET NO-
TIFICATION.

Section 523(c) (21 U.S.C. 360m(c)) is amended
by striking 2007’ and inserting ““2012°.

SEC. 313. REGISTRATION.

(a) ANNUAL REGISTRATION OF PRODUCERS OF
DRUGS AND DEVICES.—Section 510(b) (21 U.S.C.
359(b)) is amended—

(1) by striking ““(b) On or before’” and insert-
ing ‘““(b)(1) On or before’’;

(2) in paragraph (1), by striking “‘or a device
or devices’’; and

(3) by adding at the end the following new
paragraph:

““(2) Between October 1 and December 31 of
each year every person who owns or operates
any establishment in any State engaged in the
manufacture, preparation, propagation,
compounding, or processing of a device or de-
vices shall register with the Secretary his name,
places of business, and all such establish-
ments.”’.

(b) REGISTRATION OF FOREIGN ESTABLISH-
MENTS.—Section 510(i)(1) (21 U.S.C. 359(i)(1)) is
amended—

(1) by striking ‘(1) On or before’”’ and insert-
ing ‘““(1)(A) On or before’’;

(2) in subparagraph (A)—

(A) by striking ‘‘processing of a drug or a de-
vice that is imported’’ and inserting ‘‘processing
of a drug that is imported’’;

(B) by striking “‘or device’ each place it ap-
pears; and

(3) by adding after such subparagraph (A) the
following new subparagraph:

‘“‘(B) Between October 1 and December 31 of
each year, any establishment within any foreign
country engaged in the manufacture, prepara-
tion, propagation, compounding, or processing
of a device that is imported or offered for import
into the United States shall, through electronic
means in accordance with the criteria of the
Secretary, register with the Secretary the name
and place of business of the establishment, the
name of the United States agent for the estab-
lishment, the name of each importer of such de-
vice in the United States that is known to the
establishment, and the name of each person who
imports or offers for import such device to the
United States for purposes of importation.’’.
SEC. 314. FILING OF LISTS OF DRUGS AND DE-

VICES MANUFACTURED PREPARED,
PROPAGATED AND COMPOUNDED BY
REGISTRANTS; STATEMENTS; AC-
COMPANYING DISCLOSURES.

Section 510(7)(2) (21 U.S.C. 360(j)(2) is amend-
ed, in the matter preceding subparagraph (4), to
read as follows:

‘“(2) Each person who registers with the Sec-
retary under this section shall report to the Sec-
retary (i) with regard to drugs, once during the
month of June of each year and once during the
month of December of each year, and (ii) with
regard to devices, once each year between Octo-
ber 1 and December 31, the following informa-
tion:”’.

SEC. 315. ELECTRONIC REGISTRATION AND LIST-

Section 510(p) (21 U.S.C. 360(p)) is amended to
read as follows:

“(p)(1) With regard to any establishment en-
gaged in the manufacture, preparation, propa-
gation, compounding, or processing of a drug,
registrations under subsections (b), (c), (d), and
(i) of this section (including the submission of
updated information) shall be submitted to the
Secretary by electronic means, upon a finding
by the Secretary that the electronic receipt of
such registrations is feasible, unless the Sec-
retary grants a request for waiver of such re-
quirement because use of electronic means is not
reasonable for the person requesting such waiv-
er.
‘“(2) With regard to any establishment en-
gaged in the manufacture, preparation, propa-
gation, compounding, or processing of a device,
the registration and listing information required
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by this section shall be submitted to the Sec-
retary by electronic means, unless the Secretary
grants a waiver because electronic registration
and listing is not reasonable for the person re-
questing such waiver.”’.
TITLE IV—PEDIATRIC MEDICAL
PRODUCTS

Subtitle A—Best Pharmaceuticals for
Children
SEC. 401. SHORT TITLE.

This subtitle may be cited as the ‘‘Best Phar-
maceuticals for Children Amendments of 2007"°.
SEC. 402. PEDIATRIC STUDIES OF DRUGS.

(a) IN GENERAL.—Section 505A of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 355a)
is amended—

(1) in subsection (a), by inserting before the
period at the end the following: ‘‘, and, at the
discretion of the Secretary, may include pre-
clinical studies’’;

(2) in subsection (b)—

(A) in paragraph (1)(A)(i), by striking (D)’
both places it appears and inserting ‘‘(E)’’;

(B) in paragraph (1)(A)(ii), by striking (D)’
and inserting ‘‘(E)”’;

(C) by striking “(1)(A)1)”

“(A)DA);

(D) by striking ‘‘(ii) the’’ and inserting “(I1I)
the’’;

(E) by striking ‘‘(B) if the drug is designated”
and inserting ‘‘(ii) if the drug is designated’’;

(F) by striking ‘““(2)(A)” and inserting
“(B)(@)”;

(G) by striking ‘(i) a listed patent’” and in-
serting ‘(1) a listed patent’’;

(H) by striking ‘‘(ii) a listed patent’ and in-
serting ‘‘(II) a listed patent’’;

(I) by striking ‘‘(B) if the drug is the subject’”
and inserting ‘‘(ii) if the drug is the subject’’;

(J) by striking “If” and all that follows
through ‘‘subsection (d)(3)”’ and inserting the
following:

‘(1) IN GENERAL.—Ezxcept as provided in para-
graph (2), if, prior to approval of an application
that is submitted under section 505(b)(1), the
Secretary determines that information relating
to the use of a new drug in the pediatric popu-
lation may produce health benefits in that pop-
ulation, the Secretary makes a written request
for pediatric studies (which shall include a time-
frame for completing such studies), the appli-
cant agrees to the request, such studies are com-
pleted using appropriate formulations for each
age group for which the study is requested with-
in any such timeframe, and the reports thereof
are submitted and accepted in accordance with
subsection (d)(3), and if the Secretary deter-
mines that labeling changes are appropriate,
such changes are made within the timeframe re-
quested by the Secretary—’"; and

(K) by adding at the end the following:

““(2) EXCEPTION.—The Secretary shall not ex-
tend a period referred to in paragraph (1)(A) or
in paragraph (1)(B) later than 9 months prior to
the expiration of such period.”’;

(3) in subsection (c)—

(4) in paragraph (1)(A)(i), by striking ‘““(D)”’
both places it appears and inserting ‘‘(E)’’;

(B) in paragraph (1)(A)(ii), by striking ‘“(D)”’
and inserting ‘“(E)”’;
(C) by striking

“(A)WA);

(D) by striking ‘‘(ii) the”’ and inserting ‘‘(1I)
the’’;

(E) by striking “‘(B) if the drug is designated’’
and inserting ‘‘(ii) if the drug is designated’’;

(F) by striking ‘““(2)(A)” and inserting
“(B)(@)”;

(G) by striking ‘(i) a listed patent’ and in-
serting ‘(1) a listed patent’’;

(H) by striking ‘‘(ii) a listed patent’ and in-
serting ‘“(II) a listed patent’’;

(I) by striking ‘‘(B) if the drug is the subject’”
and inserting ‘‘(ii) if the drug is the subject’’;

(J) by striking ““If”’ and all that follows
through ‘‘subsection (d)(3)”’ and inserting the
following:

and inserting

“(DA)@D” and

inserting
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‘(1) IN GENERAL.—Except as provided in para-
graph (2), if the Secretary determines that infor-
mation relating to the use of an approved drug
in the pediatric population may produce health
benefits in that population and makes a written
request to the holder of an approved application
under section 505(b)(1) for pediatric studies
(which shall include a timeframe for completing
such studies), the holder agrees to the request,
such studies are completed using appropriate
formulations for each age group for which the
study is requested within any such timeframe,
and the reports thereof are submitted and ac-
cepted in accordance with subsection (d)(3), and
if the Secretary determines that labeling
changes are appropriate, such changes are made
within the timeframe requested by the Sec-
retary—"’; and

(K) by adding at the end the following:

‘““(2) EXCEPTION.—The Secretary shall not ex-
tend a period referred to in paragraph (1)(A4) or
in paragraph (1)(B) later than 9 months prior to
the expiration of such period.”’;

(4) by striking subsection (d) and inserting the
following:

““(d) CONDUCT OF PEDIATRIC STUDIES.—

““(1) REQUEST FOR STUDIES.—

“(A) IN GENERAL.—The Secretary may, after
consultation with the sponsor of an application
for an investigational new drug under Section
505(i), the sponsor of an application for a new
drug under section 505(b)(1), or the holder of an
approved application for a drug under section
505(b)(1), issue to the sponsor or holder a writ-
ten request for the conduct of pediatric studies
for such drug. In issuing such request, the Sec-
retary shall take into account adequate rep-
resentation of children of ethnic and racial mi-
norities. Such request to conduct pediatric stud-
ies shall be in writing and shall include a time-
frame for such studies and a request to the
sponsor or holder to propose pediatric labeling
resulting from such studies.

““(B) SINGLE WRITTEN REQUEST.—A single writ-
ten request—

‘(i) may relate to more than 1 use of a drug;
and

“(ii) may include uses that are both approved
and unapproved.

“(2) WRITTEN REQUEST FOR PEDIATRIC STUD-
IES.—

““(A) REQUEST AND RESPONSE.—

‘(i) IN GENERAL.—If the Secretary makes a
written request for pediatric studies (including
neonates, as appropriate) under subsection (b)
or (c), the applicant or holder, not later than
180 days after receiving the written request,
shall respond to the Secretary as to the inten-
tion of the applicant or holder to act on the re-
quest by—

“(I) indicating when the pediatric studies will
be initiated, if the applicant or holder agrees to
the request; or

‘“(II) indicating that the applicant or holder
does not agree to the request and the reasons for
declining the request.

““(it) DISAGREE WITH REQUEST.—If, on or after
the date of enactment of the Best Pharma-
ceuticals for Children Amendments of 2007, the
applicant or holder does not agree to the request
on the grounds that it is not possible to develop
the appropriate pediatric formulation, the appli-
cant or holder shall submit to the Secretary the
reasons such pediatric formulation cannot be
developed.

““(B) ADVERSE EVENT REPORTS.—Amn applicant
or holder that, on or after the date of enactment
of the Best Pharmaceuticals for Children
Amendments of 2007, agrees to the request for
such studies shall provide the Secretary, at the
same time as submission of the reports of such
studies, with all postmarket adverse event re-
ports regarding the drug that is the subject of
such studies and are available prior to submis-
sion of such reports.

““(3) MEETING THE STUDIES REQUIREMENT.—
Not later than 180 days after the submission of
the reports of the studies, the Secretary shall ac-
cept or reject such reports and so notify the
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sponsor or holder. The Secretary’s only respon-
sibility in accepting or rejecting the reports shall
be to determine, within the 180 days, whether
the studies fairly respond to the written request,
have been conducted in accordance with com-
monly accepted scientific principles and proto-
cols, and have been reported in accordance with
the requirements of the Secretary for filing.

‘“(4) EFFECT OF SUBSECTION.—Nothing in this
subsection alters or amends section 301(j) of this
Act or section 552 of title 5 or section 1905 of title
18, United States Code.”’;

(5) by striking subsections (e) and (f) and in-
serting the following:

‘“(e) NOTICE OF DETERMINATIONS ON STUDIES
REQUIREMENT.—

‘(1) IN GENERAL.—The Secretary shall publish
a notice of any determination, made on or after
the date of enactment of the Best Pharma-
ceuticals for Children Amendments of 2007, that
the requirements of subsection (d) have been met
and that submissions and approvals under sub-
section (b)(2) or (7) of section 505 for a drug will
be subject to the provisions of this section. Such
notice shall be published not later than 30 days
after the date of the Secretary’s determination
regarding market exclusivity and shall include a
copy of the written request made under sub-
section (b) or (c).

““(2) IDENTIFICATION OF CERTAIN DRUGS.—The
Secretary shall publish a notice identifying any
drug for which, on or after the date of enact-
ment of the Best Pharmaceuticals for Children
Amendments of 2007, a pediatric formulation
was developed, studied, and found to be safe
and effective in the pediatric population (or
specified subpopulation) if the pediatric formu-
lation for such drug is mot introduced onto the
market within 1 year of the date that the Sec-
retary publishes the notice described in para-
graph (1). Such notice identifying such drug
shall be published not later than 30 days after
the date of the expiration of such 1 year period.

“(f) INTERNAL REVIEW OF WRITTEN REQUESTS
AND PEDIATRIC STUDIES.—

““(1) INTERNAL REVIEW.—

““(A) IN GENERAL.—The Secretary shall create
an internal review committee to review all writ-
ten requests issued and all reports submitted on
or after the date of enactment of the Best Phar-
maceuticals for Children Amendments of 2007, in
accordance with paragraphs (2) and (3).

‘““(B) MEMBERS.—The committee under sub-
paragraph (A) shall include individuals, each of
whom is an employee of the Food and Drug Ad-
ministration, with the following expertise:

““(i) Pediatrics.

““(ii) Biopharmacology.

““(iii) Statistics.

“(iv) Drugs and drug formulations.

““(v) Legal issues.

“(vi) Appropriate expertise pertaining to the
pediatric product under review.

“‘(vii) One or more experts from the Office of
Pediatric Therapeutics, including an expert in
pediatric ethics.

““(viii) Other individuals as designated by the
Secretary.

“(2) REVIEW OF WRITTEN REQUESTS.—AIl writ-
ten requests under this section shall be reviewed
and approved by the committee established
under paragraph (1) prior to being issued.

“(3) REVIEW OF PEDIATRIC STUDIES.—The com-
mittee established under paragraph (1) shall re-
view all studies conducted pursuant to this sec-
tion to determine whether to accept or reject
such reports under subsection (d)(3).

““(4) TRACKING PEDIATRIC STUDIES AND LABEL-
ING CHANGES.—The committee established under
paragraph (1) shall be responsible for tracking
and making available to the public, in an easily
accessible manner, including through posting on
the website of the Food and Drug Administra-
tion—

‘““(A) the number of studies conducted under
this section;

‘““(B) the specific drugs and drug uses, includ-
ing labeled and off-labeled indications, studied
under this section;
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“(C) the types of studies conducted under this
section, including trial design, the number of
pediatric patients studied, and the number of
centers and countries involved;

“(D) the number of pediatric formulations de-
veloped and the number of pediatric formula-
tions not developed and the reasons such formu-
lations were not developed;

‘“(E) the labeling changes made as a result of
studies conducted under this section;

“(F) an annual summary of labeling changes
made as a result of studies conducted under this
section for distribution pursuant to subsection
(k)(2); and

“(G) information regarding reports submitted
on or after the date of enactment of the Best
Pharmaceuticals for Children Amendments of
2007."’;

(6) in subsection (g)—

(4) in paragraph (1)—

(i) by striking ““(c)(1)(4)(ii)” and inserting
“(S)MA)HAD; and

“(0)(2)”

(ii)) by striking
“(c)I)(B)’’;

(B) in paragraph (2), by striking ‘‘(c)(1)(B)’’
and inserting ““‘(c)(1)(A)(ii)’’;

(C) by redesignating paragraphs (1) and (2) as
subparagraphs (A) and (B), respectively;

(D) by striking ‘‘LIMITATIONS.—A drug’’ and
inserting ‘‘LIMITATIONS.—

‘(1) IN GENERAL.—Notwithstanding subsection
(c)(2), a drug’’; and

(E) by adding at the end the following:

““(2) EXCLUSIVITY ADJUSTMENT.—

“(A) ADJUSTMENT.—

‘(i) IN GENERAL.—With respect to any drug, if
the organication designated under subpara-
graph (B) notifies the Secretary that the com-
bined annual gross sales for all drugs with the
same active moiety exceeded $1,000,000,000 in
any calendar year prior to the time the sponsor
or holder agrees to the initial written request
pursuant to subsection (d)(2), then each period
of market exclusivity deemed or extended under
subsection (b) or (c) shall be reduced by 3
months for such drug.

““(ii) DETERMINATION.—The determination
under clause (i) of the combined annual gross
sales shall be determined—

“(I) taking into account only those sales with-
in the United States; and

“(I1) taking into account only the sales of all
drugs with the same active moiety of the sponsor
or holder and its affiliates.

““(B) DESIGNATION.—The Secretary shall des-
ignate an organization other than the Food and
Drug Administration to evaluate whether the
combined annual gross sales for all drugs with
the same active moiety exceeded $1,000,000,000 in
a calendar year as described in subparagraph
(A). Prior to designating such organization, the
Secretary shall determine that such organiza-
tion is independent and is qualified to evaluate
the sales of pharmaceutical products. The Sec-
retary shall re-evaluate the designation of such
organization once every 3 years.

“(C) NOTIFICATION.—Once a year at a time
designated by the Secretary, the organization
designated under subparagraph (B) shall notify
the Food and Drug Administration of all drugs
with the same active moiety with combined an-
nual gross sales that exceed $1,000,000,000 dur-
ing the previous calendar year.”’;

(7) in subsection (i)—

(4) in the heading, by striking
MENTS” and inserting ‘‘CHANGES’’;

(B) in paragraph (1)—

(i) in the heading, by inserting ‘‘APPLICATIONS
AND’’ after “‘PEDIATRIC’’;

(ii) by inserting ‘‘application or’’ after “Any’’;

(iii) by striking ‘‘change pursuant to a report
on a pediatric study under’” and inserting
“‘change as a result of any pediatric study con-
ducted pursuant to’’; and

(iv) by inserting “‘application or’’ after ‘‘to be
a priority’’; and

(C) in paragraph (2)(4), by—

(i) striking “‘If the Commissioner’ and insert-
ing “If, on or after the date of enactment of the

and inserting

“SUPPLE-
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Best Pharmaceuticals for Children Amendments
of 2007, the Commissioner’’; and

(ii) striking ‘“‘an application with’ and all
that follows through ‘‘on appropriate’” and in-
serting ‘‘the sponsor and the Commissioner have
been unable to reach agreement on appro-
priate’’;

(8) by striking subsection (m);

(9) by redesignating subsections (j), (k), (1),
and (n), as subsections (k), (m), (o), and (p), re-
spectively;

(10) by inserting after subsection (i) the fol-
lowing:

“(j)) OTHER LABELING CHANGES.—If, on or
after the date of enactment of the Best Pharma-
ceuticals for Children Amendments of 2007, the
Secretary determines that a pediatric study con-
ducted under this section does or does not dem-
onstrate that the drug that is the subject of the
study is safe and effective, including whether
such study results are inconclusive, in pediatric
populations or subpopulations, the Secretary
shall order the labeling of such product to in-
clude information about the results of the study
and a statement of the Secretary’s determina-
tion.”’;

(11) in subsection (k), as redesignated by
paragraph (9)—

(4) in paragraph (1)—

(i) by striking ‘“‘a summary of the medical
and’’ and inserting ‘‘the medical, statistical,
and”’; and

(ii) by striking ‘‘for the supplement’ and all
that follows through the period and inserting
“under subsection (b) or (c).”’;

(B) by redesignating paragraph (2) as para-
graph (3); and

(C) by inserting after paragraph (1) the fol-
lowing:

““(2) DISSEMINATION OF INFORMATION REGARD-
ING LABELING CHANGES.—Beginning on the date
of enactment of the Best Pharmaceuticals for
Children Amendments of 2007, the Secretary
shall require that the spomsors of the studies
that result in labeling changes that are reflected
in the annual summary developed pursuant to
subsection (f)(4)(F) distribute, at least annually
(or more frequently if the Secretary determines
that it would be beneficial to the public health),
such information to physicians and other health
care providers.”’;

(12) by inserting after subsection (k), as redes-
ignated by paragraph (9), the following:

““(1) ADVERSE EVENT REPORTING.—

‘““(1) REPORTING IN YEAR ONE.—Beginning on
the date of enactment of the Best Pharma-
ceuticals for Children Amendments of 2007, dur-
ing the I-year period beginning on the date a la-
beling change is made pursuant to subsection
(i), the Secretary shall ensure that all adverse
event reports that have been received for such
drug (regardless of when such report was re-
ceived) are referred to the Office of Pediatric
Therapeutics established under section 6 of the
Best Pharmaceuticals for Children Act (Public
Law 107-109). In considering such reports, the
Director of such Office shall provide for the re-
view of the report by the Pediatric Advisory
Committee, including obtaining any rec-
ommendations of such Committee regarding
whether the Secretary should take action under
this section in response to such reports.

““(2) REPORTING IN SUBSEQUENT YEARS.—Fol-
lowing the I-year period described in paragraph
(1), the Secretary shall, as appropriate, refer to
the Office of Pediatric Therapeutics all pediatric
adverse event reports for a drug for which a pe-
diatric study was conducted under this section.
In considering such reports, the Director of such
Office may provide for the review of such re-
ports by the Pediatric Advisory Committee, in-
cluding obtaining any recommendation of such
Committee regarding whether the Secretary
should take action in response to such reports.

‘““(3) EFFECT.—The requirements of this sub-
section shall supplement, not supplant, other re-
view of such adverse event reports by the Sec-
retary.”’;
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(13) by inserting after subsection (m), as redes-
ignated by paragraph (9), the following:

“(n) REFERRAL IF PEDIATRIC STUDIES NOT
COMPLETED.—

‘(1) IN GENERAL.—Beginning on the date of
enactment of the Best Pharmaceuticals for Chil-
dren Amendments of 2007, if pediatric studies of
a drug have mot been completed under sub-
section (d) and if the Secretary, through the
committee established under subsection (f), de-
termines that there is a continuing need for in-
formation relating to the use of the drug in the
pediatric population (including neonates, as ap-
propriate), the Secretary shall carry out the fol-
lowing:

‘““(A) For a drug for which a listed patent has
not expired, make a determination regarding
whether an assessment shall be required to be
submitted under section 505B. Prior to making
such determination, the Secretary may take not
more than 60 days to certify whether the Foun-
dation for the National Institutes of Health has
sufficient funding at the time of such certifi-
cation to initiate 1 or more of the pediatric stud-
ies of such drug referred to in the sentence pre-
ceding this paragraph and fund 1 or more of
such studies in their entirety. Only if the Sec-
retary makes such certification in the affirma-
tive, the Secretary shall refer such pediatric
study or studies to the Foundation for the Na-
tional Institutes of Health for the conduct of
such study or studies.

‘““(B) For a drug that has no listed patents or
has 1 or more listed patents that have expired,
the Secretary shall refer the drug for inclusion
on the list established under section 4091 of the
Public Health Service Act for the conduct of
studies.

““(2) PUBLIC NOTICE.—The Secretary shall give
the public notice of—

““(A) a decision under paragraph (1)(A) not to
require an assessment under section 505B and
the basis for such decision; and

“(B) any referral under paragraph (1)(B) of a
drug for inclusion on the list established under
section 4091 of the Public Health Service Act.

““(3) EFFECT OF SUBSECTION.—Nothing in this
subsection alters or amends section 301(j) of this
Act or section 552 of title 5 or section 1905 of title
18, United States Code.”’; and

(14) in subsection (p), as redesignated by
paragraph (9)—

(4) striking ‘‘6-month period”’ and inserting
“3-month or 6-month period’’;

(B) by striking ‘‘subsection (a)’’ and inserting
‘“‘subsection (b)”’; and

(C) by striking ‘2007’ both places it appears
and inserting ‘‘2012”°.

(b) EFFECTIVE DATE.—Except as otherwise
provided in the amendments made by subsection
(a), such amendments shall apply to written re-
quests under section 505A of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 355a) made
after the date of enactment of this subtitle.

SEC. 403. PROGRAM FOR PEDIATRIC STUDIES OF
DRUGS.

Section 4091 of the Public Health Service Act
(42 U.S.C. 284m) is amended—

(1) by striking subsections (a) and (b) and in-
serting the following:

“(a) LIST OF PRIORITY ISSUES IN PEDIATRIC
THERAPEUTICS.—

‘““(1) IN GENERAL.—Not later than 1 year after
the date of enactment of the Best Pharma-
ceuticals for Children Amendments of 2007, the
Secretary, acting through the Director of the
National Institutes of Health and in consulta-
tion with the Commissioner of Food and Drugs
and experts in pediatric research, shall develop
and publish a priority list of needs in pediatric
therapeutics, including drugs or indications
that require study. The list shall be revised
every 3 years.

““(2) CONSIDERATION OF AVAILABLE INFORMA-
TION.—In developing and prioritizing the list
under paragraph (1), the Secretary shall con-
sider—

““(A) therapeutic gaps in pediatrics that may
include developmental pharmacology,
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pharmacogenetic determinants of drug response,
metabolism of drugs and biologics in children,
and pediatric clinical trials;

“(B) particular pediatric diseases, disorders or
conditions where more complete knowledge and
testing of therapeutics, including drugs and bio-
logics, may be beneficial in pediatric popu-
lations; and

“(C) the adequacy of necessary infrastructure
to conduct pediatric pharmacological research,
including research metworks and trained pedi-
atric investigators.

“(b) PEDIATRIC STUDIES AND RESEARCH.—The
Secretary, acting through the National Insti-
tutes of Health, shall award funds to entities
that have the expertise to conduct pediatric
clinical trials or other research (including quali-
fied universities, hospitals, laboratories, con-
tract research organizations, practice groups,
federally funded programs such as pediatric
pharmacology research units, other public or
private institutions, or individuals) to enable
the entities to conduct the drug studies or other
research on the issues described in subsection
(a). The Secretary may use contracts, grants, or
other appropriate funding mechanisms to award
funds under this subsection.”’;

(2) in subsection (c)—

(A) in the heading, by striking ‘‘CONTRACTS’’
and inserting ‘‘PROPOSED PEDIATRIC STUDY RE-
QUESTS”’;

(B) by striking paragraphs (4) and (12);

(C) by redesignating paragraphs (1), (2), and
(3), as paragraphs (2), (3), and (4);

(D) by inserting before paragraph (2), as re-
designated by subparagraph (C), the following:

‘(1) SUBMISSION OF PROPOSED PEDIATRIC
STUDY REQUEST.—The Director of the National
Institutes of Health shall, as appropriate, sub-
mit proposed pediatric study requests for consid-
eration by the Commissioner of Food and Drugs
for pediatric studies of a specific pediatric indi-
cation identified under subsection (a). Such a
proposed pediatric study request shall be made
in a manner equivalent to a written request
made under subsection (b) or (c) of section 505A
of the Federal Food, Drug, and Cosmetic Act,
including with respect to the information pro-
vided on the pediatric studies to be conducted
pursuant to the request. The Director of the Na-
tional Institutes of Health may submit a pro-
posed pediatric study request for a drug for
which—

“(A)(i) there is an approved application under
section 505(j) of the Federal Food, Drug, and
Cosmetic Act; or

“(ii) there is a submitted application that
could be approved under the criteria of section
505(7) of the Federal Food, Drug, and Cosmetic
Act;

“(B) there is nmo patent protection or market
exclusivity protection for at least 1 form of the
drug under the Federal Food, Drug, and Cos-
metic Act; and

“(C) additional studies are meeded to assess
the safety and effectiveness of the use of the
drug in the pediatric population.’’;

(E) in paragraph (2), as redesignated by sub-
paragraph (C)—

(i) by inserting ‘‘based on the proposed pedi-
atric study request for the indication or indica-
tions submitted pursuant to paragraph (1)”
after “‘issue a written request’’;

(ii) by striking ‘‘in the list described in sub-
section (a)(1)(A) (except clause (iv))” and in-
serting ‘‘under subsection (a)’’; and

(iii) by inserting ‘“‘and using appropriate for-
mulations for each age group for which the
study is requested’’ before the period at the end;

(F) in paragraph (3), as redesignated by sub-
paragraph (C)—

(i) in the heading, by striking ‘‘CONTRACT’’;

(ii) by striking ‘“‘paragraph (1)’ and inserting
“paragraph (2)’’;

(iii) by striking ‘“‘or if a referral described in
subsection (a)(1)(A)(iv) is made,’’;

(iv) by striking ‘‘for contract proposals’ and
inserting ‘‘for proposals’’; and
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(v) by inserting ‘‘in accordance with sub-
section (b)’’ before the period at the end;

(G) in paragraph (4), as redesignated by sub-
paragraph (C)—

(i) by striking ‘‘contract’’; and

(ii) by striking “‘paragraph (2)”° and inserting
“paragraph (3)’;

(H) in paragraph (5)—

(i) by striking the heading and inserting
“CONTRACTS, GRANTS, OR OTHER FUNDING MECH-
ANISMS’’; and

(ii) by striking ‘A contract’ and all that fol-
lows through ‘‘is submitted’’ and inserting ‘A
contract, grant, or other funding may be award-
ed under this section only if a proposal is sub-
mitted’’;

(1) in paragraph (6)(A)—

(i) by striking ‘“‘a contract awarded’ and in-
serting “‘an award’’; and

(ii) by inserting *‘, including a written request
if issued’’ after ‘‘with the study’’; and

(3) by inserting after subsection (c) the fol-
lowing:

““(d) DISSEMINATION OF PEDIATRIC INFORMA-
TION.—Not later than 1 year after the date of
enactment of the Best Pharmaceuticals for Chil-
dren Amendments of 2007, the Secretary, acting
through the Director of the National Institutes
of Health, shall study the feasibility of estab-
lishing a compilation of information on pedi-
atric drug use and report the findings to Con-
gress.”’

““(e) AUTHORIZATION OF APPROPRIATIONS.—

““(1) IN GENERAL.—There are authorized to be
appropriated to carry out this section—

““(A) $200,000,000 for fiscal year 2008; and

“(B) such sums as are necessary for each of
the 4 succeeding fiscal years.

“(2)  AVAILABILITY.—Any amount appro-
priated under paragraph (1) shall remain avail-
able to carry out this section until expended.’’.
SEC. 404. REPORTS AND STUDIES.

(a) GAO REPORT.—Not later than January 31,
2011, the Comptroller General of the United
States, in consultation with the Secretary of
Health and Human Services, shall submit to
Congress a report that addresses the effective-
ness of section 505A of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a) in ensuring
that medicines used by children are tested and
properly labeled, including—

(1) the number and importance of drugs for
children that are being tested as a result of the
amendments made by this subtitle and the im-
portance for children, health care providers,
parents, and others of labeling changes made as
a result of such testing;

(2) the number and importance of drugs for
children that are not being tested for their use
notwithstanding the provisions of this subtitle
and the amendments made by this subtitle, and
possible reasons for the lack of testing, includ-
ing whether the number of written requests de-
clined by sponsors or holders of drugs subject to
section 505A(9)(2) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a(9)(2)), has in-
creased or decreased as a result of the amend-
ments made by this subtitle;

(3) the number of drugs for which testing is
being done and labeling changes required, in-
cluding the date labeling changes are made and
which labeling changes required the use of the
dispute resolution process established pursuant
to the amendments made by this subtitle, to-
gether with a description of the outcomes of
such process, including a description of the dis-
putes and the recommendations of the Pediatric
Advisory Committee;

(4) any recommendations for modifications to
the programs established under section 505A of
the Federal Food, Drug and Cosmetic Act (21
U.S.C. 355a) and section 4091 of the Public
Health Service Act (42 U.S.C. 284m) that the
Secretary determines to be appropriate, includ-
ing a detailed rationale for each recommenda-
tion; and

(5)(A) the efforts made by the Secretary to in-
crease the number of studies conducted in the
neonate population; and
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(B) the results of those efforts, including ef-
forts made to encourage the conduct of appro-
priate studies in neonates by companies with
products that have sufficient safety and other
information to make the conduct of the studies
ethical and safe.

(b) IOM STUDY.—Not later than 3 years after
the date of enactment of this subtitle, the Sec-
retary of Health and Human Services shall enter
into a contract with the Institute of Medicine to
conduct a study and report to Congress regard-
ing the written requests made and the studies
conducted pursuant to section 5054 of the Fed-
eral Food, Drug, and Cosmetic Act. The Insti-
tute of Medicine may devise an appropriate
mechanism to review a representative sample of
requests made and studies conducted pursuant
to such section in order to conduct such study.
Such study shall—

(1) review such representative written requests
issued by the Secretary since 1997 under sub-
sections (b) and (c) of such section 505A;

(2) review and assess such representative pedi-
atric studies conducted under such subsections
(b) and (c) since 1997 and labeling changes made
as a result of such studies; and

(3) review the use of extrapolation for pedi-
atric subpopulations, the wuse of alternative
endpoints for pediatric populations, meonatal
assessment tools, and ethical issues in pediatric
clinical trials.

SEC. 405. TRAINING OF PEDIATRIC PHARMA-
COLOGISTS.

(a) INVESTMENT IN TOMORROW’S PEDIATRIC
RESEARCHERS.—Section 452G(2) of the Public
Health Service Act (42 U.S.C. 285g-10(2)) is
amended by adding before the period at the end
the following: ‘¢, including pediatric pharma-
cological research’.

(b) PEDIATRIC RESEARCH LOAN REPAYMENT
PROGRAM.—Section 487F(a)(1) of the Public
Health Service Act (42 U.S.C. 288-6(a)(1)) is
amended by inserting ‘“‘including pediatric phar-
macological research,” after ‘‘pediatric re-
search,’’.

SEC. 406. FOUNDATION FOR THE NATIONAL IN-
STITUTES OF HEALTH.

Section 499(c)(1)(C) of the Public Health Serv-
ice Act (42 U.S.C. 290b(c)(1)(C)) is amended by
striking ‘‘and studies listed by the Secretary
pursuant to section 4091(a)(1)(A) of the is Act
and referred under section 505A(d)(4)(C) of the
Federal Food, Drug and Cosmetic Act (21 U.S.C.
355(a)(d)(4)(C)”’ and inserting ‘‘and studies for
which the Secretary issues a certification under
section 505A(n)(1)(A) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a(n)(1)(A))”’.
SEC. 407. CONTINUATION OF OPERATION OF COM-

MITTEE.

Section 14 of the Best Pharmaceuticals for
Children Act (42 U.S.C. 284m note) is amended
by adding at the end the following:

““(d) CONTINUATION OF OPERATION OF COM-
MITTEE.—Notwithstanding section 14 of the Fed-
eral Advisory Committee Act (5 U.S.C. App.),
the advisory committee shall continue to operate
during the 5-year period beginning on the date
of enactment of the Best Pharmaceuticals for
Children Amendments of 2007.”.

SEC. 408. PEDIATRIC SUBCOMMITTEE OF THE ON-
COLOGIC DRUGS ADVISORY COM-
MITTEE.

Section 15 of the Best Pharmaceuticals for
Children Act (42 U.S.C. 284m note) is amended—

(1) in subsection (a)—

(4) in paragraph (1)—

(i) in subparagraph (B), by striking ‘“‘and’
after the semicolon;

(i) in subparagraph (C), by striking the pe-
riod at the end and inserting “‘; and’’; and

(iii) by adding at the end the following:

‘““(D) provide recommendations to the internal
review committee created under section 505A(f)
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355a(f)) regarding the implementation of
amendments to sections 5054 and 505B of the
Federal Food, Drug, and Cosmetic Act (21
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U.S.C. 355a and 355¢c) with respect to the treat-
ment of pediatric cancers.’’; and

(B) by adding at the end the following:

“(3) CONTINUATION OF OPERATION OF SUB-
COMMITTEE.—Notwithstanding section 14 of the
Federal Advisory Committee Act (5 U.S.C. App.),
the Subcommittee shall continue to operate dur-
ing the 5-year period beginning on the date of
enactment of the Best Pharmaceuticals for Chil-
dren Amendments of 2007.”’; and

(2) in subsection (d), by striking 2003 and
inserting ‘‘2009°°.

SEC. 409. EFFECTIVE DATE AND LIMITATION FOR
RULE RELATING TO TOLL-FREE NUM-
BER FOR ADVERSE EVENTS ON LA-
BELING FOR HUMAN DRUG PROD-
UCTS.

(a) IN GENERAL.—Notwithstanding subchapter
II of chapter 5, and chapter 7, of title 5, United
States Code (commonly known as the ‘‘Adminis-
trative Procedure Act’’) and any other provision
of law, the proposed rule issued by the Commis-
sioner of Food and Drugs entitled ‘‘Toll-Free
Number for Reporting Adverse Events on Label-
ing for Human Drug Products’, 69 Fed. Reg.
21778, (April 22, 2004) shall take effect on Janu-
ary 1, 2008, unless such Commissioner issues the
final rule before such date.

(b) LIMITATION.—The proposed rule that takes
effect under subsection (a), or the final rule de-
scribed under subsection (a), shall, notwith-
standing section 17(a) of the Best Pharma-
ceuticals for Children Act (21 U.S.C. 355b(a)),
not apply to a drug—

(1) for which an application is approved
under section 505 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355);

(2) that is mnot described under section
503(b)(1) of such Act (21 U.S.C. 353(b)(1)); and

(3) the packaging of which includes a toll-free
number through which consumers can report
complaints to the manufacturer or distributor of
the drug.

Subtitle B—Pediatric Research Improvement
SEC. 411. SHORT TITLE.

This subtitle may be cited as the ‘‘Pediatric
Research Improvement Act”.

SEC. 412. PEDIATRIC FORMULATIONS, EXTRAPO-
LATIONS, AND DEFERRALS.

Section 505B(a) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355c(a)) is amend-
ed—

(1) in paragraph (4)(C), by adding at the end
the following: ‘“‘An applicant seeking either a
partial or full waiver on this ground shall sub-
mit to the Secretary documentation detailing
why a pediatric formulation cannot be devel-
oped, and, if the waiver is granted, the appli-
cant’s submission shall promptly be made avail-
able to the public in an easily accessible man-
ner, including through posting on the website of
the Food and Drug Administration’’;

(2) in paragraph (2)(B), by adding at the end
the following:

““(iii) INFORMATION ON EXTRAPOLATION.—A
brief documentation of the scientific data sup-
porting the conclusion under clauses (i) and (ii)
shall be included in any pertinent reviews for
the application under section 505 or section 351
of the Public Health Service Act.”’; and

(3) by striking paragraph (3) and inserting the
following:

““(3) DEFERRAL.—

‘““(A) IN GENERAL.—Omn the initiative of the
Secretary or at the request of the applicant, the
Secretary may defer submission of some or all
assessments required under paragraph (1) until
a specified date after approval of the drug or
issuance of the license for a biological product
if—

““(i) the Secretary finds that—

“(I) the drug or biological product is ready for
approval for use in adults before pediatric stud-
ies are complete;

“(I1) pediatric studies should be delayed until
additional safety or effectiveness data have been
collected; or
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‘“(II1) there is another appropriate reason for
deferral; and

““(ii) the applicant submits to the Secretary—

‘(1) certification of the grounds for deferring
the assessments;

‘“(1I) a description of the planned or ongoing
studies;

‘““(111) evidence that the studies are being con-
ducted or will be conducted with due diligence
and at the earliest possible time; and

‘“(IV) a timeline for the completion of such
studies.

“(B) ANNUAL REVIEW.—

‘““(i) IN GENERAL.—On an annual basis fol-
lowing the approval of a deferral under sub-
paragraph (A), the applicant shall submit to the
Secretary the following information:

‘(1) Information detailing the progress made
in conducting pediatric studies.

‘“(11) If no progress has been made in con-
ducting such studies, evidence and documenta-
tion that such studies will be conducted with
due diligence and at the earliest possible time.

““(it) PUBLIC AVAILABILITY.—The information
submitted through the annual review under
clause (i) shall promptly be made available to
the public in an easily accessible manner, in-
cluding through the website of the Food and
Drug Administration.”.

SEC. 413. IMPROVING AVAILABILITY OF PEDI-
ATRIC DATA FOR ALREADY MAR-
KETED PRODUCTS.

Section 505B(b) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355¢c(b)) is amend-
ed—

(1) by striking paragraph (1) and inserting the
following:

‘““(1) IN GENERAL.—After providing notice in
the form of a letter, or a written request under
section 505A that was declined by the sponsor or
holder, and an opportunity for written response
and a meeting, which may include an advisory
committee meeting, the Secretary may (by order
in the form of a letter) require the sponsor or
holder of an approved application for a drug
under section 505 or the holder of a license for
a biological product under section 351 of the
Public Health Service Act (42 U.S.C. 262) to sub-
mit by a specified date the assessments described
in subsection (a)(2) and the written request, as
appropriate, if the Secretary finds that—

“(A)(i) the drug or biological product is used
for a substantial number of pediatric patients
for the labeled indications; and

““(ii) adequate pediatric labeling could confer
a benefit on pediatric patients;

‘““(B) there is reason to believe that the drug or
biological product would represent a meaningful
therapeutic benefit over existing therapies for
pediatric patients for 1 or more of the claimed
indications; or

“(C) the absence of adequate pediatric label-
ing could pose a risk to pediatric patients.’’;

(2) in paragraph (2)(C), by adding at the end
the following: ‘““‘An applicant seeking either a
partial or full waiver shall submit to the Sec-
retary documentation detailing why a pediatric
formulation cannot be developed, and, if the
waiver is granted, the applicant’s submission
shall promptly be made available to the public
in an easily accessible manner, including
through posting on the website of the Food and
Drug Administration.”’; and

(3) by striking paragraph (3) and inserting the
following:

““(3) EFFECT OF SUBSECTION.—Nothing in this
subsection alters or amends section 301(j) of this
Act or section 552 of title 5 or section 1905 of title
18, United States Code.”’.

SEC. 414. SUNSET; REVIEW OF PEDIATRIC ASSESS-
MENTS; ADVERSE EVENT REPORT-
ING; LABELING CHANGES; AND PEDI-
ATRIC ASSESSMENTS.

Section 505B of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355c) is amended—

(1) redesignating subsection (h) as subsection
0);
(2) in subsection (j), as so redesignated, by
striking “505A(n)”° and inserting ‘“505A(p)’’;
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(3) by redesignating subsection (f) as sub-
section (k);

(4) by redesignating subsection (g) as sub-
section (1); and

(5) by inserting after subsection (e) the fol-
lowing:

“(f) REVIEW OF PEDIATRIC ASSESSMENT RE-
QUESTS, PEDIATRIC ASSESSMENTS, DEFERRALS,
AND WAIVERS.—

‘(1) REVIEW.—The Secretary shall create an
internal committee to review all pediatric assess-
ment requests issued under this section, all pedi-
atric assessments conducted under this section,
and all deferral and waiver requests made pur-
suant to this section. Such internal committee
shall include individuals, each of whom is an
employee of the Food and Drug Administration,
with the following expertise:

‘““(A) Pediatrics.

‘““(B) Biopharmacology.

““(C) Statistics.

‘““(D) Drugs and drug formulations.

‘““(E) Pediatric ethics.

‘“(F) Legal issues.

‘““(G) Appropriate expertise pertaining to the
pediatric product under review.

‘““(H) 1 or more experts from the Office of Pedi-
atric Therapeutics.

‘(1) Other individuals as designated by the
Secretary.

“(2) REVIEW OF REQUESTS FOR PEDIATRIC AS-
SESSMENTS, DEFERRALS, AND WAIVERS.—AIl writ-
ten requests for a pediatric assessment issued
pursuant to this section and all requests for de-
ferrals and waivers from the requirement to con-
duct a pediatric assessment under this section
shall be reviewed and approved by the com-
mittee established under paragraph (1).

““(3) REVIEW OF ASSESSMENTS.—The committee
established under paragraph (1) shall review all
assessments conducted under this section to de-
termine whether such assessments meet the re-
quirements of this section.

““(4) TRACKING OF ASSESSMENTS AND LABELING
CHANGES.—The committee established under
paragraph (1) is responsible for tracking and
making public in an easily accessible manner,
including through posting on the website of the
Food and Drug Administration—

‘““(A) the number of assessments conducted
under this section;

‘““(B) the specific drugs and drug uses assessed
under this section;

““(C) the types of assessments conducted under
this section, including trial design, the number
of pediatric patients studied, and the number of
centers and countries involved;

‘““(D) the total number of deferrals requested
and granted under this section, and, if granted,
the reasons for such deferrals, the timeline for
completion, and the number completed and
pending by the specified date, as outlined in
subsection (a)(3);

‘“(E) the mumber of waivers requested and
granted under this section, and, if granted, the
reasons for the waivers;

‘““(F) the number of pediatric formulations de-
veloped and the mumber of pediatric formula-
tions not developed and the reasons any such
formulations were not developed;

‘“(G) the labeling changes made as a result of
assessments conducted under this section;

‘“(H) an annual summary of labeling changes
made as a result of assessments conducted under
this section for distribution pursuant to sub-
section (i)(2); and

“(I) an annual summary of the information
submitted pursuant to subsection (a)(3)(B).

““(9) LABELING CHANGES.—

““(1) PRIORITY STATUS FOR PEDIATRIC SUPPLE-
MENT.—Any supplement to an application under
section 505 and section 351 of the Public Health
Service Act proposing a labeling change as a re-
sult of any pediatric assessments conducted pur-
suant to this section—

‘““(A) shall be considered a priority Ssupple-
ment; and

“(B) shall be subject to the performance goals
established by the Commissioner for priority
drugs.
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““(2) DISPUTE RESOLUTION.—

‘“(A) REQUEST FOR LABELING CHANGE AND
FAILURE TO AGREE.—If the Commissioner deter-
mines that a sponsor and the Commissioner
have been unable to reach agreement on appro-
priate changes to the labeling for the drug that
is the subject of the application or supplement,
not later than 180 days after the date of the sub-
mission of the application or supplement—

‘(i) the Commissioner shall request that the
sponsor make any labeling change that the
Commissioner determines to be appropriate; and

““(ii) if the sponsor does not agree to make a
labeling change requested by the Commissioner,
the Commissioner shall refer the matter to the
Pediatric Advisory Committee.

““(B) ACTION BY THE PEDIATRIC ADVISORY COM-
MITTEE.—Not later than 90 days after receiving
a referral under subparagraph (A)(ii), the Pedi-
atric Advisory Committee shall—

‘(i) review the pediatric study reports; and

“(ii) make a recommendation to the Commis-
sioner concerning appropriate labeling changes,
if any.

“(C) CONSIDERATION OF RECOMMENDATIONS.—
The Commissioner shall consider the rec-
ommendations of the Pediatric Advisory Com-
mittee and, if appropriate, not later than 30
days after receiving the recommendation, make
a request to the sponsor of the application or
supplement to make any labeling changes that
the Commissioner determines to be appropriate.

‘(D) MISBRANDING.—If the sponsor, within 30
days after receiving a request under subpara-
graph (C), does mot agree to make a labeling
change requested by the Commissioner, the Com-
missioner may deem the drug that is the subject
of the application or supplement to be mis-
branded.

‘“(E) NO EFFECT ON AUTHORITY.—Nothing in
this subsection limits the authority of the
United States to bring an enforcement action
under this Act when a drug lacks appropriate
pediatric labeling. Neither course of action (the
Pediatric Advisory Committee process or an en-
forcement action referred to in the preceding
sentence) shall preclude, delay, or serve as the
basis to stay the other course of action.

“(3) OTHER LABELING CHANGES.—If the Sec-
retary makes a determination that a pediatric
assessment conducted under this section does or
does not demonstrate that the drug that is the
subject of such assessment is safe and effective,
including whether such assessment results are
inconclusive, in pediatric populations or sub-
populations, the Secretary shall order the label-
ing of such product to include information
about the results of the assessment and a state-
ment of the Secretary’s determination.

“(h) DISSEMINATION OF PEDIATRIC INFORMA-
TION.—

““(1) IN GENERAL.—Not later than 180 days
after the date of submission of a pediatric as-
sessment under this section, the Secretary shall
make available to the public in an easily acces-
sible manner the medical, statistical, and clin-
ical pharmacology reviews of such pediatric as-
sessments and shall post such assessments on
the website of the Food and Drug Administra-
tion.

““(2) DISSEMINATION OF INFORMATION REGARD-
ING LABELING CHANGES.—The Secretary shall re-
quire that the sponsors of the assessments that
result in labeling changes that are reflected in
the annual summary developed pursuant to sub-
section (f)(4)(H) distribute such information to
physicians and other health care providers.

““(3) EFFECT OF SUBSECTION.—Nothing in this
subsection shall alter or amend section 301(7) of
this Act or section 552 of title 5, United States
Code, or section 1905 of title 18, United States
Code.

‘(i) ADVERSE EVENT REPORTING.—

““(1) REPORTING IN YEAR 1.—During the 1-year
period beginning on the date a labeling change
is made pursuant to subsection (g), the Sec-
retary shall ensure that all adverse event re-
ports that have been received for such drug (re-
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gardless of when such report was received) are
referred to the Office of Pediatric Therapeutics.
In considering such reports, the Director of such
Office shall provide for the review of the report
by the Pediatric Advisory Committee, including
obtaining any recommendations of such com-
mittee regarding whether the Secretary should
take action under this Act in response to such
report.

““(2) REPORTING IN SUBSEQUENT YEARS.—Fol-
lowing the I-year period described in paragraph
(1), the Secretary shall, as appropriate, refer to
the Office of Pediatric Therapeutics with all pe-
diatric adverse event reports for a drug for
which a pediatric study was conducted under
this section. In considering such reports, the Di-
rector of such Office may provide for the review
of such reports by the Pediatric Advisory Com-
mittee, including obtaining any recommendation
of such Committee regarding whether the Sec-
retary should take action in response to such re-
port.

‘““(3) EFFECT.—The requirements of this sub-
section shall supplement, not supplant, other re-
view of such adverse event reports by the Sec-
retary.”’.

SEC. 415. MEANINGFUL THERAPEUTIC BENEFIT.

Section 505B(c) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355¢c) is amended—

(1) by striking ‘‘estimates’ and inserting ‘‘de-
termines’’; and

(2) by striking “‘would” and inserting
“could’.

SEC. 416. REPORTS.

(a) INSTITUTE OF MEDICINE STUDY.—

(1) IN GENERAL.—Not later than 3 years after
the date of enactment of this subtitle, the Sec-
retary shall contract with the Institute of Medi-
cine to conduct a study and report to Congress
regarding the pediatric studies conducted pursu-
ant to section 505B of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355¢c) since 1997.

(2) CONTENT OF STUDY.—The study under
paragraph (1) shall review and assess—

(A) pediatric studies conducted pursuant to
section 505B of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355¢c) since 1997 and la-
beling changes made as a result of such studies;
and

(B) the use of extrapolation for pediatric sub-
populations, the use of alternative endpoints for
pediatric populations, mneonatal assessment
tools, mnumber and type of pediatric adverse
events, and ethical issues in pediatric clinical
trials.

(3) REPRESENTATIVE SAMPLE.—The Institute of
Medicine may devise an appropriate mechanism
to review a representative sample of studies con-
ducted pursuant to section 505B of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 355¢c)
from each review division within the Center for
Drug Evaluation and Research and the Center
for Biologics Evaluation and Research in order
to make the required assessment.

(b) GAO REPORT.—Not later than September
1, 2010, the Comptroller General of the United
States, in consultation with the Secretary of
Health and Human Services, shall submit to
Congress a report that addresses the effective-
ness of section 505B of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a) in ensuring
that medicines used by children are tested and
properly labeled, including—

(1) the number and importance of drugs for
children that are being tested as a result of this
provision and the importance for children,
health care providers, parents, and others of la-
beling changes made as a result of such testing;

(2) the number and importance of drugs for
children that are not being tested for their use
notwithstanding the provisions of such section
505B, and possible reasons for the lack of test-
ing; and

(3) the number of drugs for which testing is
being done and labeling changes required, in-
cluding the date labeling changes are made and
which labeling changes required the use of the
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dispute resolution process established under
such section 505B, together with a description of
the outcomes of such process, including a de-
scription of the disputes and the recommenda-
tions of the Pediatric Advisory Committee.

SEC. 417. TECHNICAL CORRECTIONS.

Section 505B(a)(2)(B)(ii) of the Federal Food,
Drug, and Cosmetic  Act 21 U.S.C.
355¢c(a)(2)(B)(ii)) is amended by striking ‘‘one’
and inserting ““1”°.

Subtitle C—Pediatric Medical Devices
SEC. 421. SHORT TITLE.

This subtitle may be cited as the ‘‘Pediatric
Medical Device Safety and Improvement Act of
2007,

SEC. 422. TRACKING PEDIATRIC DEVICE APPROV-

Chapter V of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 351 et seq.) is amended
by inserting after section 515 the following:
“SEC. 515A. PEDIATRIC USES OF DEVICES.

“(a) NEW DEVICES.—

‘(1) IN GENERAL.—A person that submits to
the Secretary an application under section
520(m), or an application (or supplement to an
application) or a product development protocol
under section 515, shall include in the applica-
tion or protocol the information described in
paragraph (2).

““(2) REQUIRED INFORMATION.—The applica-
tion or protocol described in paragraph (1) shall
include, with respect to the device for which ap-
proval is sought and if readily available—

““(A) a description of any pediatric subpopula-
tions that suffer from the disease or condition
that the device is intended to treat, diagnose, or
cure; and

‘“‘(B) the number of affected pediatric patients.

‘““(3) ANNUAL REPORT.—Not later than 18
months after the date of enactment of this sec-
tion, and annually thereafter, the Secretary
shall submit to the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate and
the Committee on Energy and Commerce of the
House of Representatives a report that in-
cludes—

‘“(A) the number of devices approved in the
year preceding the year in which the report is
submitted, for which there is a pediatric sub-
population that suffers from the disease or con-
dition that the device is intended to treat, diag-
nose, or cure;

‘““(B) the number of devices approved in the
year preceding the year in which the report is
submitted, labeled for use in pediatric patients;

“(C) the number of pediatric devices approved
in the year preceding the year in which the re-
port is submitted, exempted from a fee pursuant
to section 738(a)(2)(B)(v); and

‘““(D) the review time for each device described
in subparagraphs (4), (B), and (C).

‘“(b) DETERMINATION OF PEDIATRIC EFFEC-
TIVENESS BASED ON SIMILAR COURSE OF DISEASE
OR CONDITION OR SIMILAR EFFECT OF DEVICE ON
ADULTS.—

‘““(1) IN GENERAL.—If the course of the disease
or condition and the effects of the device are
sufficiently similar in adults and pediatric pa-
tients, the Secretary may conclude that adult
data may be used to support a determination of
a reasonable assurance of effectiveness in pedi-
atric populations, as appropriate.

“(2) EXTRAPOLATION BETWEEN SUBPOPULA-
TIONS.—A study may mot be needed in each pe-
diatric subpopulation if data from one sub-
population can be extrapolated to another sub-
population.

““(c) PEDIATRIC SUBPOPULATION.—In this sec-
tion, the term ‘pediatric subpopulation’ has the

meaning given the term in section

520(m)(6)(E)(ii).”.

SEC. 423. MODIFICATION TO HUMANITARIAN DE-
VICE EXEMPTION.

(a) IN GENERAL.—Section 520(m) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
360j(m)) is amended—
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(1) in paragraph (3), by striking ‘“No’’ and in-
serting ‘‘Except as provided in paragraph (6),
no’’;

(2) in paragraph (5)—

(4) by inserting ‘, if the Secretary has reason
to believe that the requirements of paragraph (6)
are no longer met,” after ‘‘public health’’; and

(B) by adding at the end the following: ‘“‘If
the person granted an exemption under para-
graph (2) fails to demonstrate continued compli-
ance with the requirements of this subsection,
the Secretary may suspend or withdraw the ex-
emption from the effectiveness requirements of
sections 514 and 515 for a humanitarian device
only after providing notice and an opportunity
for an informal hearing.”’;

(3) by striking paragraph (6) and inserting the
following:

“(6)(A) Except as provided in subparagraph
(D), the prohibition in paragraph (3) shall not
apply with respect to a person granted an ex-
emption under paragraph (2) if each of the fol-
lowing conditions apply:

“(i)(I) The device with respect to which the
exemption is granted is intended for the treat-
ment or diagnosis of a disease or condition that
occurs in pediatric patients or in a pediatric
subpopulation, and such device is labeled for
use in pediatric patients or in a pediatric sub-
population in which the disease or condition oc-
curs.

“(1I) The device was not previously approved
under this subsection for the pediatric patients
or the pediatric subpopulation described in sub-
clause (I) prior to the date of enactment of the
Pediatric Medical Device Safety and Improve-
ment Act of 2007.

“(ii) During any calendar year, the number of
such devices distributed during that year does
not exceed the annual distribution number spec-
ified by the Secretary when the Secretary grants
such exemption. The annual distribution num-
ber shall be based on the number of individuals
affected by the disease or condition that such
device is intended to treat, diagnose, or cure,
and of that number, the number of individuals
likely to use the device, and the number of de-
vices reasonably necessary to treat such individ-
uals. In no case shall the annual distribution
number exceed the number identified in para-
graph (2)(A).

“(iii) Such person immediately mnotifies the
Secretary if the number of such devices distrib-
uted during any calendar year exceeds the an-
nual distribution number referred to in clause
(ii).

“(iv) The request for such exemption is sub-
mitted on or before October 1, 2012.

“(B) The Secretary may inspect the records
relating to the number of devices distributed
during any calendar year of a person granted
an exemption under paragraph (2) for which the
prohibition in paragraph (3) does not apply.

“(C) A person may petition the Secretary to
modify the annual distribution number specified
by the Secretary wunder subparagraph (A)(ii)
with respect to a device if additional informa-
tion on the number of individuals affected by
the disease or condition arises, and the Sec-
retary may modify such number but in no case
shall the annual distribution number exceed the
number identified in paragraph (2)(A).

‘(D) If a person nmotifies the Secretary, or the
Secretary determines through an inspection
under subparagraph (B), that the number of de-
vices distributed during any calendar year ex-
ceeds the annual distribution nmumber, as re-
quired under subparagraph (A)(iii), and modi-
fied under subparagraph (C), if applicable, then
the prohibition in paragraph (3) shall apply
with respect to such person for such device for
any sales of such device after such notification.

“(E)(i) In this subsection, the term ‘pediatric
patients’ means patients who are 21 years of age
or younger at the time of the diagnosis or treat-
ment.

“(it) In this subsection, the term ‘pediatric
subpopulation’ means 1 of the following popu-
lations:
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““(I) Neonates.

‘“(1I) Infants.

“(I1I) Children.

“(1V) Adolescents.”’; and

(4) by adding at the end the following:

‘““(7) The Secretary shall refer any report of an
adverse event regarding a device for which the
prohibition under paragraph (3) does not apply
pursuant to paragraph (6)(A) that the Secretary
receives to the Office of Pediatric Therapeutics,
established under section 6 of the Best Pharma-
ceuticals for Children Act (Public Law 107-109)).
In considering the report, the Director of the Of-
fice of Pediatric Therapeutics, in consultation
with experts in the Center for Devices and Radi-
ological Health, shall provide for periodic review
of the report by the Pediatric Advisory Com-
mittee, including obtaining any recommenda-
tions of such committee regarding whether the
Secretary should take action under this Act in
response to the report.”.

(b) REPORT.—Not later than January 1, 2012,
the Comptroller General of the United States
shall submit to the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate and
the Committee on Energy and Commerce of the
House of Representatives a report on the impact
of allowing persons granted an exemption under
section 520(m)(2) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 360j(m)(2)) with respect
to a device to profit from such device pursuant
to section 520(m)(6) of such Act (21 U.S.C.
3607(m)(6)) (as amended by subsection (a)), in-
cluding—

(1) an assessment of whether such section
520(m)(6) (as amended by subsection (a)) has in-
creased the availability of pediatric devices for
conditions that occur in small numbers of chil-
dren, including any increase or decrease in the
number of—

(A) exemptions granted under such section
520(m)(2) for pediatric devices; and

(B) applications approved under section 515 of
such Act (21 U.S.C. 360e) for devices intended to
treat, diagnose, or cure conditions that occur in
pediatric patients or for devices labeled for use
in a pediatric population;

(2) the conditions or diseases the pediatric de-
vices were intended to treat or diagnose and the
estimated sice of the pediatric patient popu-
lation for each condition or disease;

(3) the costs of the pediatric devices, based on
a survey of children’s hospitals;

(4) the extent to which the costs of such de-
vices are covered by health insurance;

(5) the impact, if any, of allowing profit on
access to such devices for patients;

(6) the profits made by manufacturers for each
device that receives an exemption;

(7) an estimate of the extent of the use of the
pediatric devices by both adults and pediatric
populations for a condition or disease other
than the condition or disease on the label of
such devices;

(8) recommendations of the Comptroller Gen-
eral of the United States regarding the effective-
ness of such section 520(m)(6) (as amended by
subsection (a)) and whether any modifications
to such section 520(m)(6) (as amended by sub-
section (a)) should be made;

(9) existing obstacles to pediatric device devel-
opment; and

(10) an evaluation of the demonstration grants
described in section 425, which shall include an
evaluation of the number of pediatric medical
devices—

(4) that have been or are being studied in
children; and

(B) that have been submitted to the Food and
Drug Administration for approval, clearance, or
review under such section 520(m) (as amended
by this Act) and any regulatory actions taken.

(c) GUIDANCE.—Not later than 180 days after
the date of enactment of this subtitle, the Com-
missioner of Food and Drugs shall issue guid-
ance for institutional review committees on how
to evaluate requests for approval for devices for
which a humanitarian device exemption under
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section 520(m)(2) of the Federal Food, Drug, and

Cosmetic Act (21 U.S.C. 360j(m)(2)) has been

granted.

SEC. 424. CONTACT POINT FOR AVAILABLE FUND-
ING.

Section 402(b) of the Public Health Service Act
(42 U.S.C. 282(b)) is amended—

(1) in paragraph (21), by striking “‘and’’ after
the semicolon at the end;

(2) in paragraph (22), by striking the period at
the end and inserting ‘‘; and’’; and

(3) by inserting after paragraph (22) the fol-
lowing:

““(23) shall designate a contact point or office
to help innovators and physicians identify
sources of funding available for pediatric med-
ical device development.’’.

SEC. 425. DEMONSTRATION GRANTS FOR IMPROV-
ING PEDIATRIC DEVICE AVAIL-
ABILITY.

(a) IN GENERAL.—

(1) REQUEST FOR PROPOSALS.—Not later than
90 days after the date of enactment of this sub-
title, the Secretary of Health and Human Serv-
ices shall issue a request for proposals for 1 or
more grants or contracts to nonprofit consortia
for demonstration projects to promote pediatric
device development.

(2) DETERMINATION ON GRANTS OR CON-
TRACTS.—Not later than 180 days after the date
the Secretary of Health and Human Services
issues a request for proposals under paragraph
(1), the Secretary shall make a determination on
the grants or contracts under this section.

(b) APPLICATION.—A mnonprofit consortium
that desires to receive a grant or contract under
this section shall submit an application to the
Secretary of Health and Human Services at such
time, in such manner, and containing such in-
formation as the Secretary may require.

(c) USE OF FUNDS.—A monprofit consortium
that receives a grant or contract under this sec-
tion shall facilitate the development, produc-
tion, and distribution of pediatric medical de-
vices by—

(1) encouraging innovation and connecting
qualified individuals with pediatric device ideas
with potential manufacturers;

(2) mentoring and managing pediatric device
projects through the development process, in-
cluding product identification, prototype design,
device development, and marketing;

(3) conmnecting innovators and physicians to
eristing Federal and mon-Federal resources, in-
cluding resources from the Food and Drug Ad-
ministration, the National Institutes of Health,
the Small Business Administration, the Depart-
ment of Energy, the Department of Education,
the National Science Foundation, the Depart-
ment of Veterans Affairs, the Agency for
Healthcare Research and Quality, and the Na-
tional Institute of Standards and Technology;

(4) assessing the scientific and medical merit
of proposed pediatric device projects; and

(5) providing assistance and advice as needed
on business development, personnel training,
prototype development, postmarket needs, and
other activities consistent with the purposes of
this section.

(d) COORDINATION.—

(1) NATIONAL INSTITUTES OF HEALTH.—Each
consortium that receives a grant or contract
under this section shall—

(A) coordinate with the National Institutes of
Health’s pediatric device contact point or office,
designated under section 424; and

(B) provide to the National Institutes of
Health any identified pediatric device needs
that the consortium lacks sufficient capacity to
address or those needs in which the consortium
has been unable to stimulate manufacturer in-
terest.

(2) FOOD AND DRUG ADMINISTRATION.—Each
consortium that receives a grant or contract
under this section shall coordinate with the
Commissioner of Food and Drugs and device
companies to facilitate the application for ap-
proval or clearance of devices labeled for pedi-
atric use.
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(3) EFFECTIVENESS AND OUTCOMES.—Each con-
sortium that receives a grant or contract under
this section shall annually report to the Sec-
retary of Health and Human Services on—

(A) the effectiveness of activities conducted
under subsection (c);

(B) the impact of activities conducted under
subsection (c) on pediatric device development;
and

(C) the status of pediatric device development
that has been facilitated by the consortium.

(e) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated to carry
out this section $6,000,000 for each of fiscal
years 2008 through 2012.

SEC. 426. AMENDMENTS TO OFFICE OF PEDI-
ATRIC THERAPEUTICS AND PEDI-
ATRIC ADVISORY COMMITTEE.

(a) IN GENERAL.—

(1) OFFICE OF PEDIATRIC THERAPEUTICS.—Sec-
tion 6(b) of the Best Pharmaceuticals for Chil-
dren Act (21 U.S.C. 393a(b)) is amended by in-
serting ‘‘, including increasing pediatric access
to medical devices’’ after ‘‘pediatric issues’’.

(2) PLAN FOR PEDIATRIC MEDICAL DEVICE RE-
SEARCH.—

(A) IN GENERAL.—Not later than 270 days
after the date of enactment of this subtitle, the
Office of Pediatric Therapeutics, in collabora-
tion with the Director of the National Institutes
of Health and the Director of the Agency for
Healthcare Research and Quality, shall submit
to the Committee on Health, Education, Labor,
and Pensions of the Senate and the Committee
on Energy and Commerce of the House of Rep-
resentatives a plan for expanding pediatric med-
ical device research and development. In devel-
oping such plan, the Commissioner of Food and
Drugs shall consult with individuals and orga-
nizations with appropriate expertise in pediatric
medical devices.

(B) CONTENTS.—The plan under subparagraph
(4) shall include—

(i) the current status of federally funded pedi-
atric medical device research;

(ii) any gaps in such research, which may in-
clude a survey of pediatric medical providers re-
garding unmet pediatric medical device needs,
as needed,; and

(iii) a research agenda for improving pediatric
medical device development and Food and Drug
Administration clearance or approval of pedi-
atric medical devices, and for evaluating the
short- and long-term safety and effectiveness of
pediatric medical devices.

(b) PEDIATRIC ADVISORY COMMITTEE.—Section
14 of the Best Pharmaceuticals for Children Act
(42 U.S.C. 284m note) is amended—

(1) in subsection (a), by inserting ‘‘(including
drugs and biological products) and medical de-
vices”’ after ‘‘therapeutics’; and

(2) in subsection (b)—

(4) in paragraph (1), by inserting ‘‘(including
drugs and biological products) and medical de-
vices’’ after ‘‘therapeutics’; and

(B) in paragraph (2)—

(i) in subparagraph (A4), by striking ‘‘and
505B” and inserting 505B, 510(k), 515, and
520(m)”’;

(ii) by striking subparagraph (B) and insert-
ing the following:

“(B) identification of research priorities re-
lated to therapeutics (including drugs and bio-
logical products) and medical devices for pedi-
atric populations and the need for additional
diagnostics and treatments for specific pediatric
diseases or conditions; and’’; and

(iii) in subparagraph (C), by inserting ‘‘(in-
cluding drugs and biological products) and med-
ical devices’ after ‘‘therapeutics’.

SEC. 427. SURVEILLANCES.

(a) POSTMARKET SURVEILLANCES.—Section 522
of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 3601) is amended—

(1) by striking subsection (a) and inserting the
following:

“(a) POSTMARKET SURVEILLANCE.—
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““(1) IN GENERAL.—

‘““(A) CoNpDUCT.—The Secretary may by order
require a manufacturer to conduct postmarket
surveillance for any device of the manufacturer
that is a class II or class I1I device—

‘(i) the failure of which would be reasonably
likely to have serious adverse health con-
sequences;

‘‘(ii) that is expected to have significant use in
pediatric populations; or

“‘(iii) that is intended to be implanted in the
human body for more than 1 year, or a life sus-
taining or life supporting device used outside a
device user facility.

““(B) CONDITION.—The Secretary may order a
postmarket surveillance under subparagraph (A4)
as a condition to approval of an application (or
a supplement to an application) or a product de-
velopment protocol under section 515 or as a
condition to clearance of a premarket notifica-
tion under section 510(k) only for a device de-
scribed in subparagraph (A)(ii).

““(2) RULE OF CONSTRUCTION.—The provisions
of paragraph (1) shall have no effect on au-
thorities otherwise provided under the Act or
regulations issued under this Act.”’; and

(2) in subsection (b)—

(A) by striking ‘‘(b) SURVEILLANCE AP-
PROVAL.—Each’ and inserting the following:

““(b) SURVEILLANCE APPROVAL.—

“(1) IN GENERAL.—Each’’;

(B) by striking ‘‘The Secretary, in consulta-
tion”’ and inserting ‘‘Except as provided in
paragraph (2), the Secretary, in consultation’;

(C) by striking ‘“‘Any determination’ and in-
serting ‘‘Except as provided in paragraph (2),
any determination’’; and

(D) by adding at the end the following:

““(2) LONGER SURVEILLANCES FOR PEDIATRIC
DEVICES.—The Secretary may by order require a
prospective surveillance period of more than 36
months with respect to a device that is expected
to have significant use in pediatric populations
if such period of more than 36 months is nec-
essary in order to assess the impact of the device
on growth and development, or the effects of
growth, development, activity level, or other fac-
tors on the safety of the device.”’.

SEC. 428. SEVERABILITY CLAUSE.

If any provision of this Act, an amendment
made this Act, or the application of such provi-
sion or amendment to any person or Cir-
cumstance is held to be unconstitutional, the re-
mainder of this Act, the amendments made by
this Act, and the application of the provisions of
such to any person or circumstances shall not be
affected thereby.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts is recognized.

Mr. KENNEDY. Madam President,
this week the Senate has the oppor-
tunity to set a new and better direc-
tion for the safety of the prescription
drugs and medical devices that make
such a profound difference in the lives
of our people.

Every day, families across America
rely on the Food and Drug Administra-
tion in ways they barely realize. When
they put dinner on the table, they are
counting on the FDA to see that the
food is free from contamination. They
trust the FDA to make sure the drugs
they take are safe and effective. From
prescription drugs, to pacemakers, to
chemotherapy, to the food we eat, the
FDA protects the health of hundreds of
millions of Americans and monitors
products that account for a quarter of
the Nation’s economy.
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The FDA should be the ‘‘gold stand-
ard” for safety, but its luster has been
tarnished in recent years for failure to
protect the American people from un-
safe drugs. The public was shocked
that the arthritis drug Vioxx was able
to stay on the market for 5 years, even
though it nearly doubled the risk of
heart attack and stroke.
Antidepressants used by millions were
found to increase the risk of suicide in
adolescents. Millions of Americans
have needlessly been put at risk, and
they want action by Congress to re-
form and strengthen the agency.

We are responding now with bipar-
tisan legislation that is the product of
months of work in our committee. I
commend my colleague and friend in
this effort, Senator ENZzI, for his work
on this proposal that will improve the
way FDA oversees the safety of drugs.
Almost half of all Americans take at
least one pill a day, so this legislation
will make a difference in the lives of
every American family. Our proposals
were strengthened by our colleague
from New Hampshire, Senator GREGG.

Safety is at the core. Our legislation
was guided by the recommendations of
the impressive report by the Institute
of Medicine on the ‘“‘Future of Drug
Safety.” Its major recommendations
for reform are included in this legisla-
tion.

This chart I have in the Chamber
gives the major recommendations for
the Food and Drug Administration:
Build the internal epidemiology and
informatics capacity in order to im-
prove the postmarket assessment of
drugs, have postclinical trial results in
a public database, have regularly ana-
lyzed postmarket study results. This
aspect about postmarketing surveil-
lance is a key in terms of drug safety.
We have included their recommenda-
tions. Another is: Give the FDA better
enforcement tools. I am going to refer
to that in a moment. Another is: Con-
duct regular evaluation of new drug
safety profiles. We have included that.
I will expand on that point in a few mo-
ments. Another is: Substantially in-
crease drug safety resources available
to the FDA. We have also included
those.

So those were recommendations from
the Institute of Medicine. We have re-
viewed the same subject matter. We
evaluated those very carefully and we
have taken the major recommenda-
tions in terms of safety and included
them in this legislation.

A small number of health systems in
America—now  referring to  post-
marketing surveillance and the use of
electronic records—effectively links
the surveillance of various kinds of
prescription drugs to safety databases.

These systems—Kaiser Permanente,
Mayo Clinic, Veterans’ Administra-
tion—have the means to examine

whether Vioxx and other drugs were
being used effectively. They found
these drugs were being prescribed inap-
propriately, and they took steps to
curb their overuse. As a result, they
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approved the use of these medications
only for patients who had no other op-
tions. Overuse went down and safety
improved.

The use of these databases should not
be limited to the few health systems
that currently use them. FDA should
make use of every aspect of modern
health care technology to safeguard
the public’s health. Mark MecClellan,
the former FDA Commissioner, calls
these kinds of systems health IT for
drug safety. Our proposal includes his
recommendations.

Surveillance is essential, but effec-
tive action is needed when a safety
problem is detected. Each drug has
unique risks and benefits. There can be
no one-size-fits-all approach to drug
safety. That is why our legislation in-
cludes a flexible but effective program
for safety. We call it a risk evaluation
and management system. It can be tai-
lored to the unique characteristics of
each drug. It gives the FDA the author-
ity to act when action is needed to pro-
tect public health, but it also contains
safeguards to prevent such action from
being imposed when there is no reason
to do so.

For some drugs, it is essential to re-
quire postmarket studies, yet FDA
today lacks the basic authority to re-
quire such trials to be conducted. FDA
can request them but it cannot require
them, and has few ways to see they are
completed. As a result, companies rou-
tinely promise to conduct studies that
are never even started, much less com-

pleted.
This chart I have in the Chamber
shows how, under current law,

postmarket studies are not completed.
These are the studies that have been
requested by the FDA because they are
for sound safety reasons. Yet 71 percent
of them were not even started. Our leg-
islation says when they are required
and recommended by the company,
they must move ahead.

In its recent report on drug safety,
GAO pointed out the failure of the cur-
rent system. Its report states:

In the absence of specific authority, FDA
often relies on drug sponsors voluntarily
agreeing to conduct such postmarketing
studies. But the postmarketing studies that
drug sponsors agree to conduct have not con-
sistently been completed. The FDA has little
leverage to ensure that the studies are car-
ried out by imposing administrative pen-
alties.

Our legislation solves this problem.
It gives the FDA clear authority to re-
quire the conduct of the postmarketing
studies when there is a public health
need to do so, and it gives the FDA the
ability to assess fines on those who ig-
nore their responsibilities.

Databases and postmarketing studies
help detect problems, but the FDA
needs the ability to take other action
to protect the public health. Here, too,
the current law is inadequate. FDA
lacks clear authority to require meas-
ures to protect public health. When
lives are on the line, doctors are mak-
ing the critical decisions. But because
FDA’s authority is so unclear, it must

S5295

first call the lawyers for their opinion
as to whether the agency can act. The
Institute of Medicine identified this
major weakness of current law and
called on Congress to give FDA the au-
thority to require risk management
programs when needed to protect
health. These programs can be as sim-
ple as new information on a drug label
or an advisory notice to doctors or as
sophisticated as special monitoring of
programs for patients who use a par-
ticular drug. The legislation does not
make the decision about which meas-
ures should be taken for which drugs,
but it does give the FDA the authority
to make the right choice for the public
health. This authority has been lack-
ing in the past.

For Vioxx, it took 14 months to
change the drug’s label to warn doctors
and patients of the danger. Because
FDA had weak authority, it had to ask
the manufacturer to change the label
voluntarily, and the manufacturer
stalled and stalled. When patients are
in danger, FDA should not have to wait
to get legal opinions to decide how to
protect health. It should be able to act
immediately, and our bill gives them
that authority.

In many cases, companies have hid-
den evidence of safety problems. Our
bill addresses this abuse by including a
public database of all clinical trials
and their results. Listen to that: all
clinical trials and their results. We
protect the trademark aspects of the
particular item but require the publi-
cation of all clinical trials and their re-
sults. A company will no longer be able
to hide the results if they do not show
what the company wanted.

Some would say any increase in drug
safety will inevitably decrease access
to needed drugs, but that is a false ar-
gument. Consider the situation now.
When the FDA is confronted with a
new drug that may impose safety risks,
or where additional study may be re-
quired, with little expectations that
those risks will be mitigated by a vol-
untary approach—and with no ability
to ensure that the studies are going to
be conducted—FDA might reasonably
conclude the risks of approving the
drug are too great and, therefore, not
approve it.

Under our legislation, the calculation
is reversed. With this bill in place, FDA
could allow patients to have access to
the drug, secure in the knowledge that
effective safety measures were in place.
That is not my judgment; it is the
judgment of a coalition of advocacy or-
ganizations representing over 30 mil-
lion patients. This coalition, the Alli-
ance for Drug Safety and Access, wrote
Congress a letter saying:

[T]his legislation gives the FDA the ability
to continue to study the safety of drugs after
approval, flexible enforcement tools nec-
essary to ensure compliance with these new
safety protections, and additional funding to
support these new activities. Allowing the
agency to act on clear safety signals could
actually allow the FDA to approve drugs
more quickly, knowing it will have the abil-
ity to respond on behalf of patients if safety
concerns appear postmarket.
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That is support from the organiza-
tion that has been put together that is
protecting safety for the consumers.
That is the balance our legislation
strikes: greater safety, hand in hand
with better access.

As our debate continues, I will dis-
cuss additional aspects of the legisla-
tion, especially its new ideas for accel-
erating drug development, its renewal
of our commitment to safe and effec-
tive drugs for children, and its provi-
sions to improve drug science, and in-
crease the transparency of the FDA.

We are also working with our col-
leagues from Iowa and Kansas, Senator
HARKIN and Senator ROBERTS, on ways
to refine our provisions on direct-to-
consumer advertising, to make certain
they are consistent with the Constitu-
tion. We are working with Senator
DURBIN and other colleagues on the
committee on proposals for food safety
on pet food. These bipartisan proposals
are being readied for floor action short-
ly. I look forward to further discus-
sions on them.

Our committee will continue to work
to improve the ways FDA can monitor
and improve food safety. In this new
era of life sciences, medical advances
will continue to bring immense benefit
for our citizens. To fulfil the potential
of that bright future, we need not only
brilliant researchers to develop the
drugs of tomorrow but also strong and
vigilant watchdogs for public health to
guarantee that new drugs and medical
devices are safe and beneficial, and
that they actually reach the patients
who urgently need them.

Congress has ample power to restore
the luster the FDA has lost in recent
years. The legislation we are now con-
sidering represents a bipartisan con-
sensus on the best way to get the job
done.

I want to mention a few additional
items. I am quoting now from the
FDA’s report brief on 2006:

The Food and Drug Administration’s au-
thorities must be clarified and strengthened
to empower the agency to take rapid, deci-
sive action when necessary and appropriate.
FDA lacks the clear, unambiguous authority
needed to enforce sponsor compliance with
regulatory requirements and, instead, relies
on the process of productive negotiations
with the industry.

We have taken that. That is their No.
1 statement.

Included in that we have—this is the
IOM committee.

The committee recommends that the FDA
ensure that the FDA has the ability to re-
quire postmarketing risk assessment and to
monitor and ensure the safe use of drugs.

We have done it.

These conditions may be imposed both be-
fore and after approval of a new drug, a new
indication or a new dosage.

We have incorporated those concepts,
as well as the identification of some
new contraindications or patterns of
adverse effects.

It talks about the distribution, con-
ditioned on compliance, with agency-
initiated changes and drug labels. We
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have achieved that. Conditioned on
specific warnings, proposal materials,
distribution conditioned on a morato-
rium, on direct consumer advertising.
We have at least addressed that.

It also includes distribution of re-
strictions for special training, if need
be, for pharmacists and physicians. It
also has distribution conditions on the
performance of specific medical proce-
dures. It talks about clinical trials.
FDA needs increased enforcement au-
thority, better enforcement tools di-
rected at drug sponsors which should
include fines and injunctions and with-
drawal of drug approval.

We haven’t taken every one of these
recommendations—not every one pre-
cisely—but we have taken the essence
of these recommendations, and we have
included those that are as a result of
our extensive hearings. I could go on
with this, and will later on perhaps,
but I won’t today. I wish to mention,
finally, the various groups.

We mentioned the Alliance for Drug
Safety and Access. I will include these
letters of support. This is to Senators
KENNEDY and ENZI:

On behalf of the Alliance for Drug Safety
and Access, we write today to express our
support for the goals of titles I and II of S.
1082, the Food and Drug Administration Re-
vitalization Act.

It will continue the timely access of pa-
tients to new therapies and will improve the
ability of the Food and Drug Administration
to ensure safety of drugs already on the mar-
ket.

S. 1082 takes a life-cycle approach to the
risk-benefit assessment of drugs and bio-
logics—

This is so, though we have not in-
cluded biologics in this proposal with
regard to drugs as endorsed by the Alli-
ance and recommended by the Insti-
tute.

We are pleased that this legislation gives
the FDA the ability to continue to study the
safety of drugs after approval, flexible en-
forcement tools necessary to ensure compli-
ance with the new safety protections, and
additional funding to support these new ac-
tivities.

It allows the FDA to approve drugs
more quickly, knowing it will have the
ability to respond to the patients if
safety concerns appear afterwards.

This represents a group of at least 30
different health organizations that
have followed this most closely.

We have a letter that has been sent
to Senator ENZI and myself, Senator
DopD and Senator CLINTON, talking
about how this legislation impacts
children and giving special recognition,
as they should, to our colleagues and
friends, Senator DODD, who has been
such a leader in this area, and Senator
CLINTON as well, who has been so
thoughtful in this area.

It points out the Pediatric Medical
Device Safety Improvement Act of 2000
provides a comprehensive approach to
ensure that children are not left behind
in cutting-edge research and revolu-
tionary technologies for medical de-
vices. It talks about swift action and
passage.
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The American Psychiatric Associa-
tion talks about how the provisions of
this bill will ensure the Food and Drug
Administration is equipped with the
necessary tools to enhance its consist-
ency, transparency, and accountability
in ensuring the safety of drugs post-
approval.

The American Psychiatric Associa-
tion advocates for patient safety and
supports further postmarket research
of medications to ensure the safety and
efficacy of medications used to treat
mental illnesses. The letter says:

We look forward to working with you to
rebuild the Administration’s reputation and
creating a universal drug safety monitoring
system that is reliable and dependable.

They indicate their strong support
for the legislation.

Again, another letter of support from
the American College of Pharmacy,
and it talks about the particular em-
phasis we have placed on improving
science Kknowledge, which improves
their decisionmaking regulatory over-
sight. Science knowledge grows on a
daily basis. We know we are in the life
science century. We want that agency,
the FDA, to have the best in terms of
science and science knowledge, and we
have included special provisions to en-
hance that particular effort, and this
association has recognized that.

We also have a letter from the Con-
sumers Union, and they talk about
their strong support for this legisla-
tion. They oppose any weakening
amendments of this important legisla-
tion. It also has some reference to
some of the recent polls which point
out that 96 percent of Americans agree
that Government should have the
power to require warning labels if safe-
ty problems are identified, with 80 per-
cent of those strongly agreeing to that
authority. Right now the FDA has to
negotiate safety warnings.

It also talks about the strong support
the American people have for the FDA,
which doesn’t have the authority to
provide studies to be performed once
the drug is on the market. The Amer-
ican people are way ahead of us. They
also show strong support to make pub-
lic the clinical trial studies. This bill
does that. Sixty-eight percent of the
American people strongly agree the
drug studies should be made public.

Eighty-four percent of the American
people believe advertising for prescrip-
tion drugs with safety concerns should
be prohibited. Then it continues:
Three-quarters of consumers agree that
drug ads lead to overprescribing, with
38 percent strongly agreeing and 59 per-
cent agreeing that the Government
should restrict advertising by pharma-
ceutical companies altogether. We
haven’t gone that route, but we have
taken safety considerations to heart.

Then the other letters from the Car-
diovascular Association that talk
about the particular provisions dealing
with children, the pediatric provisions
in here which are enormously impor-
tant, and other letters. I ask unani-
mous consent that the appropriate rep-
resentative group of letters be printed
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in the RECORD and the references to
some of the editorials from across the
country—I am not going to ask that
they all be printed, but I will ask that
selected ones be printed in the RECORD
and that other newspapers be ref-
erenced showing strong support.

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

THE ALLIANCE FOR DRUG
SAFETY AND ACCESS,
April 17, 2007.

Hon. EDWARD M. KENNEDY,

Chairman, Senate Health, Education, Labor,
and Pensions Committee, U.S. Senate,
Washington, DC.

Hon. MICHAEL B. ENZI,

Ranking Member, Senate Health, Education,
Labor, and Pensions Committee, U.S. Sen-
ate, Washington, DC.

DEAR SENATORS KENNEDY AND ENZI: On be-
half of the Alliance for Drug Safety and Ac-
cess (ADSA), we write today to express our
support for the goals of Titles I and II of S.
1082, the ‘‘Food and Drug Administration Re-
vitalization Act”. We appreciate your leader-
ship in introducing this bipartisan legisla-
tion, which will both continue the timely ac-
cess of patients to new therapies and im-
prove the ability of the Food and Drug Ad-
ministration (FDA) to ensure the safety of
drugs already on the market. While we would
appreciate the opportunity to continue to
work with you on strengthening this legisla-
tion as it moves forward, we urge the Com-
mittee on Health, Education, Labor and Pen-
sions to report out this legislation for con-
sideration by the full Senate.

ADSA members advocate on behalf of over
31 million patients, including those suffering
from HIV/AIDS, Parkinson’s disease, spinal
cord injuries, paralysis, multiple sclerosis,
leukodystrophies, Tourette syndrome, and
over 6,000 known rare diseases. Our members
also represent over 100,000 providers of care
to pediatric patients and individuals with
mental illnesses.

S. 1082 takes a life-cycle approach to the
risk-benefit assessment of drugs and bio-
logics, as endorsed by ADSA and rec-
ommended by the Institute of Medicine. We
are pleased that this legislation gives the
FDA the ability to continue to study the
safety of drugs after approval, flexible en-
forcement tools necessary to ensure compli-
ance with these new safety protections, and
additional funding to support these new ac-
tivities. Allowing the agency to act on clear
safety signals could actually allow the FDA
to approve drugs more quickly, knowing it
will have the ability to respond on behalf of
patients if safety concerns appear post-mar-
ket.

We know that you share our interest in
both speeding life-saving drugs to patients
while also strengthening oversight of drugs
post-market. And, we believe that with suffi-
cient resources both goals are achievable
through the legislation you have authored.
ADSA looks forward to working with you to-
ward these goals and toward strengthening
provisions of your legislation related to pa-
tient access to clinical trial information and
the FDA’s enforcement authorities.

Thank you again for your leadership on
this critical issue and the opportunity to
share our views.

AIDS Treatment Action Coalition

American Academy of Pediatrics

American Academy of Child and Adoles-
cent Psychiatry

American Psychiatric Association

Christopher and Dana Reeve Foundation

Elizabeth Glaser Pediatric AIDS Founda-
tion

National Multiple Sclerosis Society

National Organization for Rare Disorders
(NORD)
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Parkinson’s Action Network
Tourette Sydrome Association.
APRIL 17, 2007.
Hon. EDWARD KENNEDY,
U.S. Senate, Washington, DC.
Hon. MICHAEL B. ENZI,
U.S. Senate, Washington, DC.
Hon. CHRISTOPHER J. DODD,
U.S. Senate, Washington, DC.
Hon. HILLARY RODHAM CLINTON,
U.S. Senate, Washington, DC.

DEAR SENATORS KENNEDY, ENZI, DODD AND
CLINTON: As organizations working to ensure
better health care for the nation’s children,
we write to thank you for your long-standing
commitment to children’s health and to ex-
press our support for legislation to reauthor-
ize the Best Pharmaceuticals for Children
Act (BPCA) and the Pediatric Research Eq-
uity Act (PREA) and to improve children’s
access to safe medical devices. We are very
pleased that BPCA and PREA reauthoriza-
tion language and S. 830, the Pediatric Med-
ical Device Safety and Improvement Act,
have been included in the Chairman’s mark
of S. 1082, the ‘‘Food and Drug Administra-
tion Revitalization Act,” for consideration
by the Senate Health, Education, Labor and
Pensions Committee tomorrow.

Over the past decade, Congress has enacted
bipartisan legislation that has dramatically
increased the number of drugs tested and la-
beled for children. The results from BPCA
are extraordinary—over 336 requests have
been generated for over 780 pediatric studies,
resulting in over 115 new drug labels for chil-
dren. Sen. Dodd’s BPCA reauthorization lan-
guage strengthens this very successful exist-
ing program in several important ways, in-
cluding ensuring prompt label changes, re-
quiring that all study protocols and results
be made public, improving adverse events re-
porting for children, and identifying and ad-
dressing important gaps in treatments for
children’s diseases, In addition, the BPCA
language includes a reasoned approach to ad-
dress the small percentage of drugs for which
the exclusivity provision has far exceeded
the incentive it was intended to provide
pharmaceutical companies.

993, the Pediatric Research Improve-
ment Act (PRIA), introduced by Sen. Clinton
and included in the Chairman’s mark, reau-
thorizes the Pediatric Research Equity Act
of 2003 (PREA), which requires drug manu-
facturers to test their products for use in
children. This law ensures that children are
not a therapeutic afterthought and has gen-
erated impressive and invaluable safety and
dosing information for children. Since the
2003 passage of PREA, 55 drugs have new or
improved pediatric labeling. These drugs
range from treatment of ear infections to the
prevention of rejection of organ transplants.
S. 993 places children on equal therapeutic
footing with adults by creating the presump-
tion that medicines coming onto the market
for illnesses and conditions that occur in
children will be labeled for pediatric use and
be available in formulations (e.g., liquids,
chewable tablets) that children can take.

The Pediatric Medical Device Safety and
Improvement Act of 2007 provides a com-
prehensive approach to ensuring that chil-
dren are not left behind as cutting-edge re-
search and revolutionary technologies for
medical devices advance. Like drugs, where
for too long children were treated like small
adults, many essential medical devices used
extensively by pediatricians are not designed
or sized for children. According to pediatri-
cians, the development of new medical de-
vices suitable for children’s smaller and
growing bodies can lag 5-10 years behind
those for adults. S. 830 improves incentives
for devices for small markets—while still
preserving the ability to ensure the safety of
new products once on the market. It provides
assistance to innovators, streamlines regu-
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latory processes, and elevates pediatric de-
vice issues at the Food and Drug Administra-
tion (FDA) and the National Institutes of
Health.

Despite our support for the Chairman’s
mark, we are disappointed that a key provi-
sion to make PRIA permanent has been
omitted. As this legislation moves to the
floor of the Senate, we urge you to restore
the permanent authority of the FDA to en-
sure that children have properly studied
medications as a matter of fact, not chance.

We are grateful for your long-standing
leadership and commitment to improving
the health of our nation’s children and look
forward to working with you toward swift
Committee action and passage of these pedi-
atric therapeutic bills by the full Senate.

Sincerely,

American Academy of Pediatrics.

Elizabeth Glaser Pediatric AIDS Founda-
tion.

AIDS Alliance for Children, Youth & Fami-
lies.

American Academy of Child and Adoles-
cent Psychiatry.

American Brain Coalition.

American Pediatric Society.

American Psychiatric Association.

American Thoracic Society.

Arthritis Foundation.

Association of Medical School Pediatric
Department Chairs.

Children’s Cause for Cancer Advocacy.

National Association of Children’s Hos-
pitals (N.A.C.H.).

National Organization for Rare Disorders.

National Research Center for Women and
Families.

Society for Pediatric Research.

AMERICAN PSYCHIATRIC
ASSOCIATION,
Arlington, VA, February 6, 2007.

The American Psychiatric Association
(APA) would like to thank Senators Edward
Kennedy and Mike Enzi for their introduc-
tion of the bipartisan bill, ‘“Enhancing Drug
Safety and Innovation Act of 2007 (S.484).
The provisions of the bill will help ensure
that the Food and Drug Administration is
equipped with the necessary tools to enhance
its consistency, transparency and account-
ability in assuring the safety of drugs post
approval.

The APA is the national medical specialty
society representing more than 37,000 psy-
chiatric physicians nationwide who spe-
cialize in the diagnosis and treatment of
mental and emotional illnesses and sub-
stance use disorders. APA advocates for pa-
tient safety and supports further post-mar-
ket research of medications to ensure the
safety and efficacy of medications used to
treat mental illnesses.

The APA thanks you again for your dedi-
cation and commitment to enhance the na-
tion’s drug safety monitoring system. We
look forward to working with you to rebuild
the Administration’s reputation and cre-
ating a universal drug safety monitoring sys-
tem that is reliable and dependable in order
for patients to make well informed decisions.
As your staff move forward with further ac-
tion on legislation, Lizbet Boroughs, Deputy
Director, Government Relations for the APA
or Chatrane Birbal, Federal Legislative Co-
ordinator.

Sincerely,
JAMES H. ScuLLy, JR., M.D., Sc.D.
CEO and Medical Director,
American Psychiatric Association.
CONSUMERS UNION,
Washington, DC, April 26, 2007.
Senator XXXXX,
U.S. Senate,
Washington, DC.

DEAR SENATOR: Consumers Union, the non-

profit, independent publisher of Consumer



S5298

Reports, urges you to support S. 1082, the
Food and Drug Administration Revitaliza-
tion Act, when it comes to the Senate floor,
and oppose any weakening amendments to
this important patient-safety legislation.

1082 will save countless lives in the
years to come by giving the FDA more fund-
ing and flexible tools to ensure the safety of
prescription drugs and medical devices in the
marketplace. It also will help return public
trust in an agency that has been severely
damaged by Vioxx, Paxil and other recent
drug safety disasters.

There is nothing in this legislation that
would slow down the approval of important,
life-saving drugs. Rather, it gives the FDA
effective authority to ensure safety once
drugs come to market by improving the sur-
veillance of post-market adverse events and
communicating possible risks to doctors and
patients.

Americans are extremely concerned about
prescription drug safety and support Con-
gressional action on the issue. A national
poll recently conducted by the Consumer Re-
ports National Research Center found that
more than 60 percent of Americans agree
that the FDA and Congress have failed to
adequately protect consumers from harmful
prescription drugs. It also found that 84 per-
cent agree the government should ‘‘have the
authority to take any action necessary’ to
ensure drug safety.

Please support S. 1082. We also urge you to
oppose any attempts to weaken its drug safe-
ty sections, such as amendments making it
much harder to trigger a quick safety action
when there are signs of danger, or blocking
the FDA—in very rare cases—from moder-
ating the mass marketing of a new drug
which has indications of safety problems. We
also hope that as the Senate considers FDA-
related legislation, a pro-consumer
biogenerics bill can be added, and the FDA’s
advisory committee conflict-of-interest pro-
visions strengthened.

We know that you share our interest in
both speeding life-saving drugs to patients
while also strengthening oversight of drugs
post-market. We believe that with sufficient
resources and authority, both goals are
achievable through this legislation.

If you have any questions or concerns as to
why the public and the FDA need this legis-
lation, please contact William Vaughan.

Sincerely,
JIM GUEST,

President and CEO, Headquarters Office.

PoLL: CONSUMERS SAY GOVT FAILED TO PRO-
TECT THEM FROM DANGEROUS PRESCRIPTION
DRUGS; AMERICANS BACK HOST OF DRUG
SAFETY REFORMS
WASHINGTON, DC.—As Congress prepares to

vote on the most significant prescription
drug safety legislation in 45 years, a new
Consumer Reports poll finds that the Amer-
ican public strongly backs a host of key safe-
ty reforms. Nine out of 10 agree that all clin-
ical drug trial results should be made public,
and that the government should have the
power to require warning labels and follow-
up studies on drugs with safety problems.

In general, the survey found consumers
support the government taking whatever
steps necessary to ensure the safety of pre-
scription drugs—84 percent agree that the
government should ‘‘have the authority to
take any action necessary’ to ensure drug
safety, with 50 percent strongly agreeing.

Also, more than 60 percent of Americans
agree that the Food and Drug Administra-
tion and Congress have failed to adequately
protect consumers from harmful prescription
drugs.

“The message we're hearing from con-
sumers couldn’t be clearer—they want
strong laws to ensure our prescription drugs
are as safe and effective as possible,” said
Jim Guest, CEO of Consumers Union, pub-
lisher of Consumer Reports.
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“Right now drug companies can game the
system by touting the positive results from
their drug studies, while downplaying infor-
mation about harmful side effects,” Guest
added. ‘“‘Americans are fed up with being
kept in the dark about critical health and
safety information, and they overwhelm-
ingly want change.”’

The telephone survey of 1,026 randomly se-
lected adults, conducted March 15-18 by the
Consumer Reports National Research Center,
asked about reforms that would strengthen
the nation’s drug safety system. The margin
of error is +/—3.1 percent. Among the re-
sponses:

96 percent agree that the government
should have the power to require warning la-
bels if safety problems are identified—with
80 percent of those ‘‘strongly agreeing’ to
that authority. Right now, the Food and
Drug Administration must negotiate safety
warning labels with a drug maker.

93 percent agree that the FDA should have
the power to order follow-up safety studies,
with 65 percent ‘‘strongly agreeing’ to that
authority. Today, the FDA generally does
not have the authority to require safety
studies be performed once a drug is on the
market.

92 percent of Americans agree that phar-
maceutical companies should make public
the results of all of their clinical trial stud-
ies, which reveal a drug’s effectiveness as
well as possible hazardous side effects. Of
those, 68 percent ‘‘strongly agreed” that
drug studies should be made public.

Such studies are used to get a drug ap-
proved and generally are conducted on
human subjects. The makers of Vioxx and
Paxil had studies that indicated safety prob-
lems for years, but failed to release those re-
sults to the public. Vioxx eventually was re-
moved from the market after being linked to
increased risk of heart attack and stroke;
antidepressants in the class of Paxil now
carry black-box warnings about increased
suicide risk in adolescents and adults under
25.

84 percent agree that advertisements for a
prescription drug with safety concerns
should be prohibited; with 59 percent
“‘strongly agreeing” to such limits.

““Consumers expect Congress to take their
concerns about drug safety seriously, and de-
liver legislation that will prevent future
Vioxx-type disasters,” said Bill Vaughan,
Consumers Union senior policy analyst.

“Failure to act this year on the strongest
possible bill, when more than 80 percent of
Americans agree that Congress should do
whatever is necessary to ensure drug safety,
would equate to gross legislative mal-
practice,” Vaughan added.

The Senate Health Committee is expected
to vote Wednesday on a bill that includes im-
portant drug safety measures, as well as re-
authorizing pharmaceutical industry user
fees to support the FDA drug-approval and
safety process (S. 1082). The last significant
drug safety legislation in 1962 required man-
ufacturers to prove their drugs had some
positive effect, but failed to give the FDA
power to quickly protect the public when
safety questions were raised.

Consumers Union and other patient and
safety organizations are working to further
strengthen the drug safety legislation to re-
quire the public release of all clinical trial
data, make safety disputes open to public
scrutiny, and raise the profile of drug safety
and science in the FDA.
CONFLICT-OF-INTERESTS BETWEEN PHARMA AND

FDA ALSO A TOP CONCERN

The survey found that 84 percent of con-
sumers agree that drug companies have too
much influence over the government offi-
cials who regulate them. More than two-
thirds (67 percent) are concerned that much
of the FDA’s funding comes from the phar-
maceutical industry, with more than half—54
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percent—‘‘very concerned’” about that fund-
ing situation.

Congress is expected this summer to reau-
thorize the Prescription Drug User Fee Act,
first passed in 1992 to speed up drug approv-
als by having the industry help fund the FDA
approval process. The original act has been
extended twice and is slated to expire this
fall unless Congress reauthorizes it. The
FDA-industry proposal calls for industry to
pay $393 million annually to the FDA, an in-
crease of $387 million over the previous
PDUFA agreement. S. 1082 adds additional
user fees for safety.

Consumers also were concerned about con-
flicts of interest on advisory boards that ap-
prove drugs for market. Six in 10 disapproved
of allowing doctors and scientists with a con-
flicting financial interest to participate on
advisory boards.

More than half of consumers say they cur-
rently take a prescription drug, which trans-
lates to 124 million adults. A significant
number—40 percent—say they had experi-
enced an adverse reaction to a medication.

“Four out of 10 Americans say they’ve had
a bad reaction to a prescription drug, yet the
FDA only receives about half a million ad-
verse-event reports a year,” Vaughan said.
“Clearly, the FDA needs to do a better job
fielding consumers’ experiences with side ef-
fects.

PRESCRIPTION DRUG ADVERTISING INFLUENCES
PRESCRIBING; SHOULD BE LIMITED

Americans are very aware of prescription
drug advertising, with nine out of 10 Ameri-
cans (91 percent) reporting they had seen a
drug ad on television or in print, or heard
one on radio. More than a quarter of those
(26 percent) said they asked for a specific
medication they learned about in an ad.

Three-quarters of consumers (75 percent)
agreed that drug ads lead to over-pre-
scribing, with 38 percent ‘‘strongly agree-
ing.” And 59 percent agreed the government
should restrict advertising by pharma-
ceutical companies, with 26 percent strongly
agreeing to such restrictions.

Yet some consumers find drug ads useful in
talking to their doctor (63 percent agree, 24
percent strongly agree) and others agreed
they help consumers take charge of their
health care (54 percent agree, 14 percent
strongly agree).

‘“‘Consumers are very concerned that adver-
tising drives up the prescription drug use
and health-care costs, and they’d like to see
restrictions on those ads,” Vaughan said.

THE SOCIETY FOR CARDIOVASCULAR
ANGIOGRAPHY AND INTERVENTIONS,
Washington, DC, April 17, 2007.
Hon. EDWARD KENNEDY,
U.S. Senate,
Washington, DC.
Hon. CHRISTOPHER J. DODD,
U.S. Senate,
Washington, DC.
Hon. HILLARY CLINTON,
U.S. Senate,
Washington, DC.

DEAR SENATORS KENNEDY, DODD AND CLIN-
TON: I am writing to express our support for
your long-standing commitment to chil-
dren’s health and to express our support for
your efforts to improve children’s access to
safe medical devices. We are very pleased
that the Pediatric Medical Device Safety and
Improvement Act has been included in the
Chairman’s mark of S. 1082, the ‘‘Food and
Drug Administration Revitalization Act,”
for consideration by the Senate Health, Edu-
cation, Labor and Pensions Committee to-
morrow. Your proposal is an important step
forward.
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The Society for Cardiovascular
Angiography and Interventions is a profes-
sional association representing over 3,700
invasive and interventional cardiologists.
SCAI promotes excellence in cardiac cath-
eterization, angiography, and interventional
cardiology through physician education and
representation, and quality initiatives to en-
hance patient care.

Fortunately, cardiovascular disease is far
less common in the pediatric population
than it is in the adult population. This good
fortune does however frequently lead to
unique challenges for the pediatric inter-
ventional cardiologist who treats these pa-
tients. Some of the challenges are clinical
and we are more frequently solving those
problems, saving children’s lives and avoid-
ing the trauma of surgery. Other challenges,
and perhaps the most frustrating ones are re-
lated to obtaining the safe medical devices
necessary to treat these patients. Devices
that are available to our colleagues in Eu-
rope are not available in America. We sup-
port the FDA’s efforts to ensure that only
safe and effective medical devices are used
on patients in our country, but when the
entry barriers into the American markets
are so high that manufactures refuse to
enter—some patients suffer and die need-
lessly. Required is an appropriate balance be-
tween the sometimes mutually exclusive
goals of safety and availability.

We are especially pleased that your legisla-
tion will require the FDA to issue guidance
to institutional review committees (IRCs) on
how to appropriately consider the use of the
humanitarian device exemption (HDE) at
their institution. When HDE devices are not
part of an ongoing trial, IRC’s (which focus
on reviewing the care of patients in trials)
are sometimes confused.

We believe that giving the FDA explicit
statutory authority to extrapolate from
adult to pediatric patients in appropriate sit-
uations could help FDA officials expedite
their review of some pediatric medical de-
vices.

We applaud the provision that allows com-
panies to make a profit on HDE devices de-
signed for children. This change will encour-
age the development of more devices by pro-
viding an opportunity for profit and also by
reducing concerns about audits, specifically
those using different assumptions which
could determine a profit was made when a
manufacturer calculated their financial situ-
ation differently. We note that the 4,000 cap
is arbitrary and far below the patient limit
that is placed on orphan drugs. We believe
that more devices will be available to pedi-
atric patients and those with congenital
heart disease if that cap is raised. We en-
courage you to consider such an increase ei-
ther as a part of this legislation or broader
FDA reform legislation.

We look forward to working with you and
your staff to support passage of this legisla-
tion and thank you once again for your ef-
forts. Our contact person for this effort is
Wayne Powell and he may be reached at (202)
375-6341 or wpowell@scai.org.

Sincerely,
GREGORY J. DEHMER, M.D., FSCAI,
President.
HEART RHYTHM SOCIETY,
Washington, DC, April 3, 2007.

Hon. CHRISTOPHER J. DODD,

Chair, Subcommittee on Education and Early
Childhood Development,

Senate Committee on Health, Education, Labor
and Pensions, Russell Senate Office Build-
ing, Washington, DC.

DEAR CHAIRMAN DODD: I am writing to ex-
press the Heart Rhythm Society’s support
for passage of the Pediatric Medical Device
Safety Act of 2007. We greatly appreciate
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your efforts to expand pediatric patients’ ac-
cess to safe medical devices. Your proposal is
an important step forward.

The Heart Rhythm Society is the inter-
national leader in science, education and ad-
vocacy for cardiac arrhythmia professionals
and patients, and the primary information
resource on heart rhythm disorders. Our mis-
sion is to improve the care of patients by
promoting research, education and optimal
health care policies and standards. We rep-
resent over 4300 specialists in cardiac pacing
and electrophysiology.

We believe the Pediatric Medical Device
Safety Act of 2007 would help promote need-
ed innovation and focus efforts on defining
and then attempting to meet the unique
needs of the pediatric population. In our area
this would translate into improved medical
device treatments for arrhythmias, such as
use of pacemakers and Internal Cardioverter
Defibrillators (ICDs) tailored to pediatric pa-
tients.

Also of great interest to the field of pedi-
atric electrophysiology are the proposed
grants for research and the crafting of an
agenda for evaluation of ‘“‘long-term safety
and effectiveness of pediatric medical de-
vices.”” Additional funds could potentially be
utilized to create a pediatric version of the
ICD Registry™ a database registry which
captures implant and outcomes data ICDs
used in patients at risk for sudden cardiac
arrest. This project would go a long way to
achieve the goal outlined in Section 7(b)2, to
‘‘assess the impact of growth, development,
activity level and other factors on the safety
and efficacy of the devices.”

We look forward to supporting you and
your staff in securing passage of this legisla-
tion and we thank you for your efforts to en-
able the youngest of our patients life-saving
access to safe and effective medical devices.
Amy Melnick, Vice President, Health Policy
will coordinate the Heart Rhythm Society
efforts to support this bill. She can be
reached at (202) 464-3434 or
amelnick@hrsonline.org. Please do not hesi-
tate to contact us and thank you for accept-
ing our endorsement.

Sincerely,
DWIGHT REYNOLDS, MD, FHRS,
President,
Heart Rhythm Society.
Washington, DC, April 19, 2007.
Hon. EDWARD KENNEDY,
Chairman, Senate Committee on Health, Edu-
cation, Labor, and Pensions.
Hon. MIKE ENZI,
Ranking Member, Senate Committee on Health,
Education, Labor, and Pensions.

DEAR CHAIRMAN KENNEDY AND RANKING
MEMBER ENZI: On behalf of the American As-
sociation of Colleges of Pharmacy (AACP)
and our nation’s 97 accredited colleges and
schools of pharmacy we thank you for your
efforts to protect the public’s health through
the introduction of the ‘““Food and Drug Ad-
ministration Revitalization Act of 2007.”
AACP, the national organization rep-
resenting and supporting colleges and
schools of pharmacy and their faculties, is
committed to education and scholarship for
improving drug therapy.

In particular we appreciate the legisla-
tion’s provisions that will support the Food
and Drug Administration’s (FDA) publicly
stated need to improve the science knowl-
edge which supports and improves their deci-
sion making and regulatory oversight.
Science knowledge grows on a daily basis
and the academic community, including aca-
demic pharmacy, is the best place to look for
individuals whose research is creating that
new knowledge. Your legislation helps the
FDA increase its science knowledge in part-
nership with academic pharmacy through:
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Opportunities to engage in extramural re-
search; Influencing FDA directly through
nominations from academic pharmacy to ad-
visory committees, and the Reagan-Udall
Foundation Board of Directors; and actively
engaging in the multiple opportunities for
public comment on the implementation of
many of the legislation’s provisions.

Your recognition that the academic bio-
medical research community is a cutting-
edge knowledge resource recognizes the im-
portant trend of translational research.
AACP members are already engaged with the
Agency for Healthcare Research and Quality
(AHRQ) Centers for Education and Research
on Therapeutics (CERTSs) program and the
DEcCIDE Network. This provides the FDA
with an excellent network of researchers pre-
pared to analyze drug safety data. Our mem-
bers are in the initial stages of developing
practice-based research networks (PBRN)
that can further assist the Committee and
the FDA in reaching the goal of improved
risk evaluation and mitigation. This broad
research capacity extends to medical de-
vices, pediatric care, and manufacturing.

The members of AACP appreciate your
commitment to protecting the public’s
health and stand ready to assist you as your
legislation continues the process of congres-
sional action. Please do not hesitate to con-
tact me should you need additional informa-
tion regarding the role of academic phar-
macy in revitalizing the FDA.

Sincerely,
WILLIAM G. LANG IV,
VP Policy and Advocacy.

Mr. KENNEDY. Madam President, we
have very solid legislation that is
going to make a very important dif-
ference—very important difference in
protecting the American consumer. We
now have in place leadership at the
Food and Drug Administration; for 5 of
the last 6 years that has not been so.
We have in place leadership, and we are
going to give that agency the kind of
tools necessary for protection the
American people are entitled to and to
restore the kind of luster that should
go with the Food and Drug Administra-
tion, which is so important to the
health and well-being of American fam-
ilies.

The PRESIDING OFFICER. The Sen-
ator from Wyoming is recognized.

Mr. ENZI. Madam President, I wish
to thank the Senator from Massachu-
setts, Senator KENNEDY, for his out-
standing presentation on what is in the
bill.

I rise to speak about S. 1082 as well.
It is a comprehensive bill to enhance
drug safety and provide key resources
to the Food and Drug Administration—
the FDA—for the review of new drugs,
for the review of medical devices, and
to ensure that drugs and devices for
children are safe and effective. It has
been a long and careful road for this
bill.

The Senate Committee on Health,
Education, Labor and Pensions em-
barked on a top-to-bottom review of
the FDA’s drug safety and approval
process over 2 years ago. This bill is
the culmination of our review and the
input of hundreds of stakeholders. I
wish to speak for a few minutes dis-
cussing why the drug safety compo-
nents and the changes that are being
made are so critical to restoring the
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peace of mind to Americans who want
to be assured the drugs they purchase
to address illnesses and chronic med-
ical conditions can be relied on and
trusted.

“Bipartisan’ is a word that is kind of
thrown around in this Chamber a lot,
and sometimes it means that one per-
son from one party joins several people
from the other party. For Senator KEN-
NEDY and me, bipartisan means you ac-
tually work together to find out what
the problem is, what the potential so-
lutions are, and how you can meet
those needs. I mentioned it has been a
long process—over 2 years—and it is
still a work in progress—and we are
making progress.

We held hearings on the FDA. A lot
of those hearings were held in the heat
of the moment, when certain drugs
were having problems, and we recog-
nize that is a problem. One of the prob-
lems with Congress is we usually see
that if it is worth reacting to, it is
worth overreacting to. We have always
taken a very careful view in our com-
mittee to make sure that was not the
case.

Other committees held hearings on
the FDA, even though the FDA is
under the jurisdiction of our com-
mittee, and we have no problem with
that. We have taken the suggestions we
have gotten through those hearings
and considered them for this legisla-
tion. Then we drew up a list of prin-
ciples, and we took that to the stake-
holders to see what all the people in-
volved thought about the principles we
had. Then we did the tough part. We
drafted the details. It is easy to sell
concepts, but details are tough. Until
you have those details put down in
writing and have people look at every
word that is in them, you can’t tell
whether you have a bill. But we went
through that process. We took it back
to the stakeholders. We redrafted. We
filed the bill. We had more hearings.
This year, we have had more hearings
on FDA, and we have had a markup.
That is when all the Committee Mem-
bers are offered a chance to request or
suggest amendments to the bill.

We probably had about 50 amend-
ments and we worked on the 12 major
categories of amendments. Some of
those were worked into the bill as part
of the markup. Some of them have
been put into the manager’s amend-
ment. I mentioned this is a work in
progress. We are still looking at some
of those, figuring out what is needed
and how to get there. I appreciate the
cooperation we have had from the
Members with their suggestions and
the staffs of the Members with their
suggestions, because throughout the
last weekend, there were hours and
hours and hours spent by Senator KEN-
NEDY’s staff and my staff and the inter-
ested Senators and their staffs to ar-
rive at the best possible solution. We
are not there yet. We are close. That is
the way we work on bills—a long proc-
ess with decisions being made up to the
last possible moment so that we can
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have the best possible solution for the
people of this country. That is bipar-
tisan.

It was mentioned there have been
some hearings on food safety. Re-
cently, there has been some real criti-
cism of the FDA on food safety. We
held hearings on food safety. I don’t
want the people of this country to
think it is all bad. In fact, I was
amazed that three Federal agencies
have to work together on a food prob-
lem. The CDC, the Department of Agri-
culture, and the Food and Drug Admin-
istration have to work together be-
cause each of them has a role in discov-
ering whether there is a problem. I was
amazed to find out that with as few as
50 cases spread out across the whole
United States, they can diagnose and
determine there is a problem and get
products off the market. If you are not
amazed with that, you are not paying
attention. We have agencies that work
together, and they work together in
critical times to solve problems for the
people of America. They can notice,
with a real small sampling—when you
consider the millions of people in this
country, the millions of people who are
being fed every day,—they can recog-
nize a problem with the food supply
and get the harmful product off the
market. It would be nice if they could
prevent that. They are working on
that.

But when you consider the number of
producers in this country and other
countries, they have a tremendous job,
and we have to be sure they have the
tools to do that job as well. But that is
a job that is in addition to the drug ap-
provals. This bill concentrates on the
drug approvals.

Vioxx was one of the triggers of these
discussions. As we saw with Vioxx, the
FDA doesn’t have enough tools to deal
with newly identified risks when those
risks become evident after a drug has
been on the market for some time.
Most of the FDA’s current authority is
based on information and plans avail-
able at the time of approval. They have
a massive job determining if a drug is
ready to go to market. What is amaz-
ing is that once they have given that
approval, their options are very lim-
ited. Now, that creates a little bit of a
dilemma for them. They don’t know ev-
erything that will happen with that
drug. Yes, it has been through clinical
trials. What is a clinical trial? It is a
controlled study of people taking the
drug, and sometimes people who are
not taking the drug—a controlled
study. Once that drug is approved, it
goes out to the whole market—not con-
trolled people, not people that we know
what other drugs they are taking or
what other kinds of things they are
doing. That can have a different result
than under a controlled situation.

The FDA’s choice has been to take
the information and approve the drug
and then monitor the drug, but have
relatively few tools after that point.
What can be the result of that? The
FDA can say let’s really be careful be-
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fore we approve this because we will
have expended our toolbox. They have
said: If you will give us a bigger tool-
box for after the approval, we can ap-
prove the drugs quicker. We can have
some assurance that because of the
controlled study things will be fine.
But we won’t have to worry quite as
much about preapproval because we
will have tools after approval—tools
for quick recognition of additional
problems as it goes out to the major
markets.

We need to have that happen if we
are going to have safe drugs in this
country. We have always relied on
that, and we expect that. The FDA, for
the most part, has delivered.

So much more needs to be done to
clarify the FDA’s authority, to give
them the bigger toolbox so that FDA
can proactively react to additional
safety information whenever that safe-
ty information is discovered. That is
the purpose of this underlying legisla-
tion. The FDA does have some author-
ity to manage the risks of drugs—for
drugs such as novel cancer therapies
approved under subpart H for acceler-
ated approval. Is that faster approval?
The FDA has the authority to apply re-
strictions on distribution and use for
those drugs at the time of approval to
provide further safeguards against mis-
use and adverse reactions. However, if
such a risk is determined after the
drug is on the market, the only option
FDA has now is to pull the drug from
the market, disrupting patient care.

Some of the people who have that
drug are deriving a tremendous benefit
from it and are not having the adverse
reaction and would feel hurt if it is
pulled away from them as the only op-
tion that the FDA has. The FDA does
not want to disrupt patient care. The
FDA just wants to protect patients.
Those who need the protection they
want to help; those who don’t need the
protection ought to be able to get the
continuing patient care. The option
now, I repeat, is to pull the drug from
everybody. Then, of course, they can
put it back on the market so it can
apply those special risk management
tools. We have chosen to give the FDA
in this bill the authority to impose
those restrictions after a drug comes
on the market, too, so there is no dis-
ruption in patient care.

The bill also makes several key im-
provements to how patients get their
information through advertising and
labeling. The changes ensure that pa-
tients get access to new and changing
information in a timely manner. As
Vioxx made clear, FDA has very little
authority to require labeling changes
postmarket. Those changes are pri-
marily negotiated and they don’t have
any time limits on the two parties
coming to agreement to the labeling
change.

Now, we have included provisions
that ensure that those discussions be-
tween the FDA and a drug manufac-
turer come to a close, rather than rely-
ing on the FDA’s ‘‘nuclear option,”
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which is pulling the drug from the mar-
ket. It hurts a lot of patients and dis-
rupts their care.

Imagine a system that gives the
FDA, through sound science and re-
markable innovation, the tools to get
drugs to the market quickly and effi-
ciently, especially when lives are on
the line and people need new drugs and
therapies. Imagine a system that gives
the FDA new authority to take swift,
appropriate, and decisive action to en-
sure patient safety and protect con-
sumers when new information comes to
light to expose unexpected risks. We
can make this a reality with the pas-
sage of this bill.

FDA doesn’t have a current mecha-
nism for active, routine surveillance of
potential safety problems. Thus, it can-
not as readily detect safety problems
after a drug has been put on the mar-
ket—short of a catastrophe. FDA has
minimal authority to require addi-
tional observational studies or clinical
trials after the product is already on
the market. FDA cannot even make
companies finish studies they have
agreed to pursue concerning safety im-
pacts on patients.

Given the current FDA limitations, I
strongly felt it was necessary to cor-
rect those problems and ensure that
FDA has the right tools and toolbox to
address drug safety after the drug is on
the market. That is why this bill cre-
ates the risk evaluation and mitigation
strategy, or REMS. The REMS gives
FDA a full toolbox of options for deal-
ing with potential safety problems,
even if they are discovered after a drug
is first marketed. I hope you are notic-
ing a trend.

With this new toolbox, FDA has the
ability to identify side effects after the
drug is marketed through active sur-
veillance. FDA also has the authority
to request a separate study or clinical
trial to learn more about a particular
potential safety problem. FDA can also
obtain timely label changes for the
first time under the new REMS system.

How does this all work together? A
house cannot be built without a foun-
dation. Routine, active safety moni-
toring using large linked databases—
what I like to call ‘‘health IT for drug
safety’”’—is the foundation. Risk eval-
uation and mitigation strategy, or
REMS, is the house.

I thank the Senator from New Hamp-
shire, Mr. GREGG, for all of his work on
health IT for drug safety and his em-
phasis on being able to have the right
surveillance and the right triggers to
be able to put these things into place
at an appropriate time. In designing
that house, you can have a small, sim-
ple house, or you can have a big fancy
house. The size and complexity of your
house should match your needs. The
REMS is customizable, buildable to ad-
dress whatever risks are present for the
drug in question. The REMS allows you
to build an addition for your house if
your family grows, for example. You
can also move into a smaller home if
you find you don’t need so much space.
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Let’s talk about how this would
work. Let’s say drug A treats high
blood pressure, has very few side ef-
fects. Therefore, the label and use of
routine, active safety monitoring will
be enough to manage the risk. Drug A
doesn’t need a REMS. However, drug B,
which also treats high blood pressure,
has serious side effects, including occa-
sional liver failure. The label and use
of routine, active safety monitoring is
not enough to manage the risk. There-
fore, drug B needs REMS.

The REMS will include extra warn-
ings on the label, perhaps periodic let-
ters to doctors to remind them of the
risks, and require testing and a system
to test patients for liver enzyme levels
before they are allowed to fill a pre-
scription. As I said, not every drug
needs a REMS. However, every drug
will need a very active FDA with all of
the necessary tools to identify and
quickly manage additional risks.

Like everyone else, when I purchase
a product for myself, my children, or
my grandchildren, I want the assur-
ance that the product is safe and bene-
ficial. This bill gives the FDA the nec-
essary resources and tools so that
moms and dads are able to trust that
product at the pharmacy counter and
know that it is safe and effective.

As I mentioned, this bill is still a
work in progress. There are a dozen
amendments, several of which have
been in the managers’ amendment, and
several are still being worked on. We
do want faster drug approval, but we
want assurances that as the whole pop-
ulation becomes a clinical trial, con-
nections can be made quickly to any
problems without the need to pull the
drug off the market and away from
those who could benefit. I will have
more to say about other potential
things that will not be in this bill that
I think would complicate the bill or
maybe be adverse to what we are try-
ing to do in the bill, and some of them
that have not had enough study yet. I
will comment on those as they come
up, if they come up.

At this point, I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Ohio is recognized.

Mr. BROWN. Madam President, I ap-
preciate the words of my colleague, the
Senator from Wyoming, Mr. ENZI. S.
1082 is a major piece of legislation that
aims to—and will—achieve a pro-
foundly important goal. It will improve
the public health.

When it is riskier to take a drug than
to skip it, the public health is com-
promised. When a lifesaving prescrip-
tion drug or medical device languishes
at the FDA because of backlogs in the
approval process, the public health is
compromised.

When pediatricians are forced to fly
by the seat of their pants because there
is no data to guide the use of a drug or
medical device in children specifically,
the public health is compromised.

When FDA has the responsibility but
lacks the tools to assess the safety or
effectiveness of a new drug or device,
the public health is compromised.
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S. 1082 tackles each of these prob-
lems. It gives FDA more authority and
drugmakers a greater incentive to as-
sure the safety of medicines before and
after drug approval.

It reauthorizes user fees, an addi-
tional source of funding that enables
FDA to speed up the approval of new
prescription drugs and medical devices.

It reauthorizes financial incentives
to encourage drugmakers to test their
products for use in children, and it es-
tablishes similar incentives for medical
device manufacturers.

At the same time, it puts more teeth
in FDA’s authority to require studies
when the health or safety of children is
clearly at risk.

S. 1082 creates a mnew institute
charged with developing up-to-date
methods of assessing the safety and ef-
fectiveness of cutting-edge medical
interventions.

You are no doubt going to hear com-
plaints about this bill. Some Members
will tell you that it is overly bureau-
cratic. Coincidentally, that is exactly
what the brand-name drug industry
says about it.

Nobody can accuse the drugmakers of
inconsistency. They consistently place
their own self-interest ahead of health
care safety, access, and affordability.

The drug industry doesn’t want FDA
to take additional steps to prevent pre-
scription-drug-related injury or death,
although the drug industry is open to
being shielded from liability when
those tragedies happen. When Members
of this body stand up and claim this
bill is too bureaucratic, don’t buy into
it.

This is a carefully crafted bipartisan
bill. It is less stringent than consumer
groups want and more stringent than
the drug industry wants. In other
words, it is a compromise—a com-
promise that will improve the public
health. There will be amendments to
this bill. As Members on both sides of
the aisle review them, I urge them to
remember this: Amendments that im-
prove drug safety will benefit con-
sumers and reduce health care costs.
Amendments that increase price com-
petition in the prescription drug mar-
ket will benefit consumers and reduce
health care costs. And amendments
that weaken this bill or block price
competition in the marketplace will
benefit—who else—the brand-name
drug industry.

The drug industry has more than
3,000 lobbyists here and in the House of
Representatives. Last year alone, the
drug industry spent more than $150
million lobbying at the Federal level.
That is quite a home court advantage.
As one might imagine, people who have
lost loved ones to unsafe drugs and peo-
ple who cannot afford to fill their pre-
scriptions don’t have quite as deep
pockets as the drug industry. Still, this
is a drug safety bill, this is a drug ac-
cess bill, this is not a drug industry
bill.

I hope every Member will consider
the bill and every amendment in that
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context because in that context, when
we vote on the final bill, if we vote yes,
we will be voting to improve the public
health.

Madam President, I suggest the ab-
sence of a quorum.

The PRESIDING OFFICER. The
clerk will call the roll.

The legislative clerk proceeded to
call the roll.

Mr. KENNEDY. Madam President, I
ask unanimous consent that the order
for the quorum call be rescinded.

The PRESIDING OFFICER. Without
objection, it is so ordered.

Mr. KENNEDY. Madam President, I
was necessarily absent from the Senate
at the conclusion of Senator ENZI’s re-
marks. I again thank him for an excel-
lent presentation, with the emphasis
on the safety aspects of this legisla-
tion.

I think all of us are reassured we are
on the right track, not only as a result
of the extensive hearings we held but
the very extensive review the Institute
of Medicine gave, a highly regarded,
highly respected agency. During the
course of the hearings, we had very
good attendance and exchange of the
representatives of the Institute of Med-
icine, and we have worked with them
subsequently in terms of the language
and refinements.

As we said, we didn’t just copy every-
thing, but the essential aspect of the
safety provisions in our legislation is,
quite frankly, preferable.

I look forward to working closely
with Senator ENZI as well on the other
areas of public policy in terms of food
safety and the follow-on biologics
which we are very much involved in as
well.

I thank the Senator from Ohio for his
comments. We know him for being
someone who has spent a great deal of
time making sure safe drugs are going
to get to people who need them. There
are many dimensions to this debate. He
has certainly been one whom, over the
course of time, on the Health Com-
mittee in the House of Representatives,
I have had an opportunity to work with
on a number of health issues. He has
been very active and involved with this
issue on our committee and also on
making sure we are going to have not
only safe drugs but also have access to
them.

I will take a moment, because I think
it is probably worthwhile in the open-
ing presentation, to go through one of
the real safety crises we had with pre-
scription drugs and look at what exist-
ing authority was there and then how
that could have been handled under
that legislation.

People will look through this legisla-
tion—it is not all that long, but it is
complex. The results are enormously
important and very basic and very fun-
damental. I use Vioxx as a point of il-
lustration, which I think most Ameri-
cans remember the circumstances
where hundreds of thousands of Ameri-
cans with heart needs were put at risk.

This was really the question—this is
the FDA Reauthorization Act—how we
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could have averted the Vioxx disaster.
I think people are beginning to study
this legislation, and also our colleagues
who are reviewing the record ask about
how this legislation can make a dif-
ference on a particular drug. This chart
is very useful in understanding that
point.

Can the FDA quickly detect safety
problems with a drug? Vioxx, no. Under
our legislation, the answer is yes. Sen-
ator ENZI gave an excellent presen-
tation about how that can be done
using the most modern technology,
using the greatest availability of pub-
lic and private collections of adverse
reactions, and bringing those together
within the agency. We know all of that
is going to gradually expand in the fu-
ture, so that agency will have the best
of science. They will be able to protect
safety. The answer with this legisla-
tion is yes.

Can the FDA require label changes to
warn of safety problems? The answer
with Vioxx was no. They spent 14
months trying to negotiate the issue of
the labels. Under our legislation, they
would be able to do that.

I mention that as one of the things
they will be able to do. They can either
take the drug off the market—they
have the power to do it. It is not done
because you don’t want to take the
chance that there may be some people
in the public, given the health risks,
who are justified in taking that par-
ticular medication, but for the great
mass of people, it might not be. Can we
put label changes on? They would be
able to do it very quickly.

Are companies stopped from hiding
safety problems? This comes back to
what both Senator ENZzI and I ref-
erenced in making public clinical
trials. That is enormously important.
Senator MIKULSKI has been very in-
volved in the transparency parts of this
legislation. I hope those in the Senate
who are interested and concerned
about the issues of transparency might
take a moment and talk with Senator
MIKULSKI. Hopefully, she will speak on
these issues because she has made a
very important contribution.

Part of this transparency is that
these clinical trials will be available,
to understand the significance of any
safety problems, which hasn’t been the
case, but they will also be available to
people who may want to enroll in a
clinical trial, who have a particular ill-
ness, a particular disease and know
there is a particular trial that is going
to take place and say: I think I want to
enroll in that particular trial because
it is taking place. People don’t know
that now. That is enormously impor-
tant and valuable to people. Whoever
becomes part of a clinical trial and
finds out a particular drug can be life-
saving, it is of enormous importance
and consequence.

We have the knowledge of the clin-
ical trial in terms of safety but also in
terms of the opportunities that are
coming up, particularly in this period
of life sciences, with these extraor-
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dinary breakthroughs we are seeing
now—the mapping of the human ge-
nome, sequencing of the gene, and I
think before long in stem cell research
we are going to see incredible possibili-
ties, and people are going to want to
become part of clinical trials.

But with regard to responding to
this—are companies stopped from hid-
ing safety problems, yes; does FDA
have flexible tools to enforce safety de-
cisions—it was expressed very well by
Senator ENZI. He was talking about the
big toolbox. That is the way we should
look at it. There is a variety of tools in
that toolbox. He explained that. There
are a number of different ways that
those who are committed to safety can
titrate these different availabilities to
ensure safety. Some may require a
heavier hand than others. What we
want, obviously, is to do enough to pro-
vide protection but not enough to dis-
courage use where it is necessary.

Finally, is FDA the gold standard for
protecting public health and assuring
access? We are strongly committed to
making sure it is. We believe that with
the safety protections we have put in
the bill and also the inclusions, work-
ing with the pharmaceutical industry
in terms of PDUFA and MDUFA to try
to always find ways of expediting the
consideration of these lifesaving
drugs—that was one of the very impor-
tant purposes, giving emphasis for re-
search of many of the areas of health
that are of such concern to the Amer-
ican people: cancer, cardiovascular
issues, Parkinson’s disease, Alz-
heimer’s disease, juvenile diabetes dis-
ease, the AIDS virus, and many oth-
ers—we can try to move toward a bet-
ter relationship between the companies
and FDA, in the sense that we can
move this process, move more quickly,
but do it more safely. That is what we
are attempting to do, to ensure, in this
life science century, that these break-
through opportunities are going to be
available and also do it in a way that
will be safe. This is an example of one
of the challenges the country has been
facing recently, between the old and
the new.

We have tried this afternoon to de-
scribe in greater detail the various pro-
visions of the legislation. We have not
spent a great deal of time on the provi-
sions which were supported by the Sen-
ator from Wyoming and myself with re-
gard to children. Our committee has
recognized, through the good work of
Senator DoDD and Senator CLINTON,
the fact that children are not just lit-
tle grownups; they are children. Many
of these substances have different reac-
tions, different impacts in terms of
their development. It has taken special
kinds of focus and attention to try to
be more responsive to those needs. Our
committee has done that. As a result,
we see strong support from the Amer-
ican Pediatric Society and others for
the way we have addressed those issues
and modernized provisions to encour-
age greater research but also to protect
the interests of children. We have
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strong support from the various groups
that have spent their lifetime speaking
for children.

We will probably have an opportunity
to get into some greater detail in dis-
cussion of those provisions. As I men-
tioned briefly in our comments, we
have recognized the importance of de-
veloping and upgrading the science
function in this agency. We think the
FDA—at a time we are having break-
throughs in knowledge, in science, in
S0 many areas, we want to make sure
the FDA is out there on the cutting
edge with respect to these break-
throughs and know where they are
going. We have paid particular atten-
tion to those as well.

Then the Udall-Reagan Foundation is
to try to look longer term at ways in
which the agency functions and take a
longer look to make recommendations
to the private sector and to the public
sector about how it can be more effec-
tive generally. That kind of idea has
not been included in the past. It can
very well be enormously valuable and
helpful to legislators in the future.

We have tried to get legislation that
will provide the protection presently,
help and assist breakthrough tech-
nologies, and provide a faster track for
the American people in the future, but
to do it with greater safety protections
for all families, and to recognize we are
at a time of breakthrough science,
which that agency has to have, and
there are going to be breakthroughs in
different modalities in that agency
working in the future. We have tried to
build into this an agency that can give
us advice so we can be more effective
in the future.

I hope we will be able to move ahead.
I know we have gone through, in care-
ful detail, the administration’s posi-
tions over the weekend. We certainly
respect those. We have had a good ex-
change with the administration.

For those who are interested, if they
read through the letter they sent to
Senator ENZzI and myself, and then if
they look at the recommendation of
the Institute of Medicine, they will
find we are much closer to the rec-
ommendations of the Institute of Medi-
cine. We may face some amendments in
those areas. We look forward to having
a good discussion and debate and the
opportunity to expand some of the
points we have made this evening.

Mr. ENZI. I thank particularly Sec-
retary Leavitt and those people on his
staff. We had discussions over the
weekend. They had some suggestions
for changes. We asked for more detail
on those changes. We also asked for
them to be prioritized. I was pleased
they were delivered within a matter of
a very short period of time. That shows
people in Government can work to-
gether and that they do work on the
weekends to get these things done. A
lot of people think when we go into re-
cess for a weekend, all work around
here stops. But there are dedicated
staff who put their best effort into get-
ting together and working together,
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sometimes in very tense situations and
long hours, mostly through the night—
last night. Then they have to draft
what has actually been decided. It is a
very difficult process. We owe them a
great deal of credit. I want the Amer-
ican people to know that, too.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts is recognized.

Mr. KENNEDY. Madam President, we
have the legislation before us. We hope
those who have an interest and have
some ideas, have some amendments,
will be in touch with Senator ENZI and
ourselves through this late afternoon,
early evening, or first thing in the
morning. We want to try to address
those amendments early in the day, as
early as we can. We understand both
parties have their lunches and have im-
portant matters to discuss, and I am
sure this will be among them. But we
are ready for any of the amendments,
as I underline what Senator ENZI has
said. We had great participation in our
markup with the members of our com-
mittee. As he mentioned as well, we
have had enormous involvement of our
committee members and many others
over the period since the legislation
was reported out of our committee
until now.

We are still in the process of trying
to do business because we think this
legislation is so important. We hope
those who do have amendments will be
in touch with us at the earliest pos-
sible time.

MORNING BUSINESS

Mr. KENNEDY. I ask unanimous con-
sent we now go into a period of morn-
ing business, with Senators permitted
to speak therein.

The PRESIDING OFFICER (Mr.
WHITEHOUSE). Without objection, it is
s0 ordered.

———

IN RECOGNITION OF CIMARRON-
MEMORIAL HIGH SCHOOL

Mr. REID. Mr. President, it is my
privilege to congratulate the High
Rollers team of Cimarron-Memorial
High School in Las Vegas. This team
recently won a championship victory
at the FIRST Robotics Competition at
the Georgia Dome in Atlanta.

The FIRST Robotics Competition,
otherwise known as the ‘“‘Superbowl of
Smarts,” is designed to inspire young
people to pursue opportunities in
science and technology careers. The
competition challenges teams of high
school students and their mentors to
construct robots over the course of 6
weeks while adhering to competition
guidelines and design specifications.

Founded in 1989 through the vision of
inventor Dean Kamen, FIRST is a not-
for-profit whose acronym means ‘“‘For
Inspiration and Recognition of Science
and Technology.” As a result of Mr.
Kamen’s leadership, FIRST has grown
into one of the leading robotics com-
petitions in the entire country. Stu-
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dents from more than 1,300 high
schools and 23 countries participated in
this year’s event.

The High Rollers team from Cim-
arron paired with a coalition of two
high school teams from South Windsor,
CT, and Worcester, MA, to win the na-
tional championship title with a thrill-
ing 59 to 54 victory in the final round.
In honor of their victory, the students
will meet with President Bush and at-
tend a congressional reception where
they will demonstrate their robots and
share their achievements with Mem-
bers of Congress.

The Cimarron team has a long tradi-
tion of success that is reflective of
their hard work, dedication, and cre-
ativity as well as Cimarron-Memorial
High School’s strong commitment to
academic excellence. They were among
the top participants at the FIRST Las
Vegas Regional held in March on the
campus of the University of Nevada,
Las Vegas and were named the Las
Vegas regional champions in 2005 and
2006. I know that every Member of the
Senate joins me in honoring the ex-
traordinary accomplishments of Cim-
arron-Memorial High School and its
FIRST Robotics National Champion-
ship team.

HONORING MARGARET
BLACKSHERE

Mr. DURBIN. Mr. President, I rise
today to honor Margaret Blackshere, a
woman for whom I have great respect
and admiration.

Margaret Blackshere has been in-
volved in the labor movement for more
than 40 years and remains deeply com-
mitted to helping the working families
of Illinois. Until February, she served
as president of the 1-million-member
strong Illinois AFL-CIO, the third-
largest state labor body in the country.

Over the years, she has never been
afraid to roll up her sleeves and join
the picket line or to lead the march.

Margaret always arrived first and
left last.

She knows that America’s working
men and women—those who perform
some of the most demanding yet vital
tasks in our society—are the real he-
roes. For her, her service has been a
privilege an opportunity to fight for
rights she believes should be guaran-
teed.

Margaret didn’t start out to be a
labor leader; she began her career as a
kindergarten teacher in Madison, IL.
She became involved in the Ilabor
movement almost by accident, after
she and her fellow teachers were re-
peatedly passed over for raises they
had earned. In response, she and her
colleagues mobilized to pass a ref-
erendum that would raise their wages.
It wasn’t just about the money. It was
about having a voice.

This early effort led to a job with the
local Illinois Federation of Teachers
affiliate in Madison. Through hard
work, Margaret rose to become state-
wide vice president of the IFT.
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In 1993, she was elected secretary-
treasurer of the Illinois AFL-CIO. At
the time, there were only a handful of
female officers in State labor federa-
tions, and Margaret stood out as the
only female officer from an industri-
alized State. In 2000, she was elected
president of the Illinois AFL-CIO—the
first woman to serve as president in
the State federation’s 102-year history.

Under Margaret Blackshere’s leader-
ship, the Illinois AFL-CIO helped lead
the fight to raise Illinois’ minimum
wage—not once but twice.

Margaret also led passionate efforts
to guarantee women equal pay for
equal work, to expand health care, and
to improve Illinois’ workers’ com-
pensation system.

She has a gift for uniting people from
diverse backgrounds, with very dif-
ferent viewpoints, under a common
goal. This is no easy task, and one that
many politicians regularly attempt but
often fail.

Margaret recognized the importance
of forming an alliance with the Illinois
Manufacturers Association and helped
to save and create Illinois manufac-
turing jobs.

She also helped to establish the
Transportation for Illinois Coalition,
which included groups as diverse as the
Illinois Automobile Asphalt and Pave-
ment Association and the Chicago
Transit Authority, to speak with a uni-
fied voice for Illinois’ transportation
funding needs.

As Margaret fought for Illinois’
working families, she raised her own
family and has two sons and four
grandchildren.

She also devotes a great deal of time
to charitable organizations. She has
served on the boards of a wide variety
of institutions, including the Illinois
branches of United Way and American
Red Cross, Alliance for Retired Ameri-
cans, Voices for Illinois Children, Un-
employment Insurance Advisory Board,
and the Federal Reserve Board of Chi-
cago. She also is a board member of the
Illinois Women’s Institute for Leader-
ship, which helps prepare women with
progressive values run for political of-
fice.

Over the years, Margaret has re-
ceived many accolades and awards. In
2000, the Labor Council for Latin Ad-
vancement honored her with the Labor
Leader Award, and the State of Israel
presented her with the Israel Peace
Medal. Margaret also received the Pro-
tector of Working People Award in 2002
from the Illinois State Crime Commis-
sion. Always proud of her Irish herit-
age, Margaret was delighted to be the
Guest of Honor for Chicago’s St. Pat-
rick’s Day Parade in 2003.

Margaret says that she doesn’t really
intend to retire—she will still be fight-
ing the same fights but will do so as a
volunteer. She believes her future ef-
forts will involve reaching out to work-
ers in countries across the globe.

Mr. President, I would like to con-
gratulate Margaret Blackshere on her
retirement and thank her for her ef-
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forts to protect working families in II-
linois and across the country. I wish
her the very best in her future endeav-
ors.

———

ADDITIONAL STATEMENTS

RECOGNITION OF WES WILKINS

e Mr. BIDEN. Mr. President, today I
wish to honor Wes Wilkins, of Mid-
dleton, DE, who will on May 2, 2007, re-
ceive the Dr. Gary Burch Memorial
Award, given annually to the railroad
worker who has done the most to im-
prove the safety of railroad passengers.
For more than 30 years, Wes has
worked on our Nation’s railroads. As
one of Amtrak’s most talented and in-
novative maintenance of way employ-
ees, he helped design the Switch Ex-
change System and provided input on
every operational procedure involved
with this new system of switching. The
result of his talent helped to ensure re-
liable and safe train travel on virtually
every mile of track between here and
Boston, as well as across the Nation.
Wes also formed the Production and
Construction Safety Committee, whose
purpose is to help ensure safe practices
throughout Amtrak’s Production Unit,
which oversees installations. He is
known for his countless hours of
double- and triple-checking, of trav-
eling to trouble spots, and of helping
teach others about safety. His ability
to operate almost every piece of main-
tenance equipment Amtrak uses and
his success in instilling safety in the
minds of his coworkers make him quite
worthy of this award. As someone who
rides Amtrak to work, I can testify to
the importance rail transportation
plays in providing affordable, reliable,
safe transportation and I feel safer
knowing someone like Wes is working
on the front lines. Delaware is home to
two of Amtrak’s most important main-
tenance shops, and I congratulate all of
the Amtrak employees of Delaware
who helped Wes earn this award. Wes
should be proud of all he has done to
make this possible and I wish him the
best as he continues a distinguished ca-
reer of public service.®

————

CELEBRATING PURDUE UNIVER-
SITY LIBRARIES’ CENTENNIAL

e Mr. LUGAR. Mr. President, I am
pleased today to join my fellow Hoo-
siers in commemorating Purdue Uni-
versity Libraries’ centennial as a Fed-
eral Depository Library. Since 1907, the
staff of the Purdue University Librar-
ies has worked diligently to provide
Hoosiers with access to contemporary
and historical information about our
Nation and the workings of our Federal
Government.

I am hopeful that this signal mile-
stone will serve as a reminder to all
Hoosiers of the remarkable resources
available at the Purdue University Li-
braries through the Federal Depository
Loan Program. As the Federal Deposi-
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tory Loan Program makes these re-
sources available free of charge, I
would encourage Hoosiers to utilize
them as they learn and work together.

I am grateful for the important serv-
ice of the staff at the Purdue Univer-
sity Libraries, and I wish them con-
gratulations on this auspicious occa-
sion.e

———

HELEN ROBSON WALTON

e Mr. PRYOR. Mr. President, it is with
great pleasure that I today I honor the
late Helen Robson Walton. Helen
touched countless lives within her
community, across Arkansas and
throughout the world.

Born on December 3, 1919, in
Claremore, OK, Helen graduated col-
lege in 1941 with a bachelor’s degree in
finance from the University of Okla-
homa School of Business. Two years
later she married Sam Walton and they
formed a lasting relationship of love,
friendship and as business partners.
Helen and Sam Walton opened their
first retail store, a Ben Franklin ‘‘five
and dime”’ in Newport, AR, in 1945.

The daughter of a successful lawyer,
banker and rancher, Helen had a nat-
ural instinct for good management and
played an active role in the family
business. She firmly believed in the
concept of family partnerships and in-
sisted that their four children—Rob,
John, Jim and Alice—were partners of
Walton Enterprises. At the time, they
were all under the age of 10.

Helen was also admired for her grace-
ful, down-to-earth demeanor. She was
active in the First Presbyterian
Church in Bentonville and the first
woman ever elected to vice -chair-
woman of the board of trustees for the
Presbyterian Church, USA, Founda-
tion.

As a natural leader who recognized
the importance of putting others before
self, Helen devoted a large portion of
her time to the Walton Family Foun-
dation. Under her leadership, the foun-
dation has given generously to numer-
ous Arkansas organizations, including
the University of Arkansas, the Walton
Arts Center in Fayetteville and Crystal
Bridges. Her commitment to education
has also touched hundreds of lives in
Central America. Since 1985, she per-
sonally supervised a $3.6 million schol-
arship program for Central American
students to study at John Brown Uni-
versity in Siloam Springs, University
of the Ozarks and Harding University
in Searcy. Knowing the vast majority
of these students would return home,
Helen wanted to provide them with
higher educational opportunities so
they could later contribute to the well-
being and economic development of
their local communities.

Her generosity of time, energy and
goodwill towards others is an example
we all can follow. I join Arkansans in
offering my prayers and condolences
for the Robson and Walton families
during this difficult time.®
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HONORING RACHEL R. KLAY

e Mr. THUNE. Mr. President, today I
honor a distinguished law enforcement
officer for her service and dedication to
our Nation. After nearly 24 years, Ms.
Rachel R. Klay recently retired as a
special agent with the U.S. Secret
Service.

Agent Klay was born in Orange City,
IA, which, I might add, is just across
the border from my home State of
South Dakota. After graduating from
Northwestern College in Orange City,
she then went on to graduate school at
Sangamon State University in Spring-
field, IL.

On September 6, 1983, Rachel was
sworn in as a Special Agent with the
United States Secret Service and as-
signed to the Chicago Field Office,
where she served with distinction for 4
years. During the course of her career,
Agent Klay also served at the Secret
Service’s Western Protective Division,
the Washington Field Office, the Presi-
dential Protective Division, the Liai-
son Division, and the Investigative
Support Division.

From 1999 to 2002, she worked as a
Resident Agent in Sioux Falls, SD. She
then served in the Secret Service’s Li-
aison Division before retiring earlier
this year to take employment at the
Federal Reserve Board as a Senior Spe-
cial Agent.

Over the past decade, I have had the
pleasure of getting to know Agent Klay
and have had the opportunity to see
her in action, both in South Dakota
and here in Washington, DC. While al-
ways quick with a smile and a friendly
demeanor, she also exuded the profes-
sionalism, confidence, and courage as-
sociated with the tremendous respon-
sibilities she bore as a Special Agent
with the Secret Service. Simply put,
our country is better, stronger, and
safer because of her service.

It is important and fitting that we as
Americans recognize the invaluable
contribution made every day by law
enforcement officers such as Agent
Klay. These dedicated professionals put
their lives on the line to investigate
crimes and protect us and our families.
Law enforcement officers such as
Agent Klay are the ones who stand
guard and preserve our safety. Their
tireless efforts, personal sacrifices, and
dedication to the rule of law are an ex-
ample of what is right and good about
our country and those who serve it.

It is therefore my honor and privilege
to pay tribute today to the distin-
guished career and record of accom-
plishment provided by Special Agent
Rachel Klay. Through her service, she
has added to the reputation of integ-
rity and valor of the United States Se-
cret Service, and in doing so has pro-
vided an invaluable service to our Na-
tion. On behalf of South Dakota and a
grateful nation, I thank Agent Klay for
her service and wish her all the best in
this new chapter in her life and ca-
reer.e
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HONORING REV. DR. MARVIN
McMICKLE

e Mr. VOINOVICH. Mr. President, I
wish to honor and congratulate an out-
standing spiritual and community
leader from my hometown of Cleve-
land, OH. This year, the Reverend Dr.
Marvin A. McMickle is celebrating 20
years of service as pastor of Antioch
Baptist Church, located in the heart of
Cleveland’s Fairfax neighborhood.

Founded in 1893, Antioch was the sec-
ond African-American Baptist church
established in Cleveland, and for more
than a century it has sought to fulfill
its mission ‘‘to teach the word, provide
outreach ministries, worship god, evan-
gelize, and build strong church rela-
tionships.”

Since its inception, this historical
landmark has nurtured leaders who
have championed civil rights and
equality for the poor, and it has
worked to increase awareness on issues
of poverty, health care, employment,
education, and human rights. Today,
under McMickle’s leadership, Antioch
offers over 70 programs and services to
the community, including the Loaves
and Fish Program, which serves 220 hot
meals weekly, the Fellowship Fund,
which provides emergency financial aid
for rent, utilities, and food, the Anti-
och Credit Union, which has assets in
excess of $2.5 million, and a Head Start
program, which offers early childhood
preschool.

In 2002, McMickle and Antioch estab-
lished the Antioch Development Cor-
poration to expand community out-
reach. The corporation now operates
two signature programs to help expand
community outreach, through pro-
grams like Agape, which offers HIV/
AIDS counseling and testing services,
and Project RESPECT, a job training
and placement program.

Reverend McMickle is an accom-
plished author and orator. He has writ-
ten and delivered countless sermons
and has applied his gift for speaking as
a professor of homiletics at the Ash-
land Theological Seminary in Ohio.
McMickle has also been a visiting in-
structor at universities in New York,
New Jersey, and Ohio, including Ash-
land Theological Seminary in Ashland,
OH, Case Western Reserve University
in Cleveland, and Cleveland State Uni-
versity. He has authored nine books
and dozens of articles that regularly
appear in professional journals and
magazines. He is a contributing editor
for The Living Pulpit and a featured
writer for the National Baptist Voice,
the quarterly journal of the National
Baptist Convention USA, Inc. His ser-
mons and essays regularly appear in
Preaching magazine and The African
American Pulpit.

As a leader in the civil rights move-
ment, Reverend McMickle has served
as president of both the Cleveland
NAACP and Urban League. And
McMickle has also been a leader of nu-
merous government and civic organiza-
tions, including the Shaker Heights
Board of Education and the Karamu
Performing Arts Center.
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Over the years, I have worked with
Reverend McMickle on various initia-
tives and issues of concern to our com-
munity. He has been particularly in-
strumental in supporting my efforts as
Mayor, Governor, and U.S. Senator to
prevent casino gambling from taking
root in Ohio, and I thank him for his
support on this issue.

Throughout all of his accomplish-
ments, his loving and supportive wife
Peggy, has stood by his side. And ev-
eryone who knows them would agree
that their union is a loving partnership
to be admired. Reverend McMickle and
Peggy have been married for 31 years
and have one son, Aaron, who is a mid-
dle school teacher in New York City.

Mr. President. I want to take this op-
portunity to thank Reverend McMickle
for his exceptional community and
spiritual leadership. He has done God’s
work, and our lives are better as a re-
sult of having been touched by him. I
extend my congratulations to him on
20 years as pastor of Antioch Baptist
Church. May God continue to bless him
and his family.

Thank you, Mr. President. I yield the
floor.e

———

MESSAGES FROM THE PRESIDENT

Messages from the President of the
United States were communicated to
the Senate by Mr. Williams, one of his
secretaries.

——————

EXECUTIVE MESSAGES REFERRED

As in executive session the Presiding
Officer laid before the Senate messages
from the President of the TUnited
States submitting sundry nominations
which were referred to the appropriate
committees.

(The nominations received today are
printed at the end of the Senate pro-
ceedings.)

——————

MEASURES PLACED ON THE
CALENDAR

The following bill was read the sec-
ond time, and placed on the calendar:

H.R. 493. An act to prohibit discrimination
on the basis of genetic information with re-
spect to health insurance and employment.

The following bill was read the first
and second times by unanimous con-
sent, and placed on the calendar:

H.R. 1495. An act to provide for the con-
servation and development of water and re-
lated resources, to authorize the Secretary
of the Army to construct various projects for
improvements to rivers and harbors of the
United States, and for other purposes.

————

MEASURES READ THE FIRST TIME
The following bill was read the first
time:
H.R. 1332. An act to improve the access to

capital programs of the Small Business Ad-
ministration, and for other purposes.

——
ENROLLED BILL PRESENTED

The Secretary of the Senate reported
that on today, April 30, 2007, she had
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presented to the President of the
United States the following enrolled
bill:

S. 521. An act to designate the Federal
building and United States courthouse and
customhouse located at 515 West First Street
in Duluth, Minnesota, as the ‘“Gerald W.
Heaney Federal Building and United States
Courthouse and Customhouse”’.

———————

REPORTS OF COMMITTEES

The following reports of committees
were submitted:

By Mrs. BOXER, from the Committee on
Environment and Public Works, without
amendment:

S. 1248. An original bill to provide for the
conservation and development of water and
related resources, to authorize the Secretary
of the Army to construct various projects for
improvements to rivers and harbors of the
United States, and for other purposes (Rept.
No. 110-58).

By Mr. LEAHY, from the Committee on
the Judiciary, without amendment:

S. 849. A bill to promote accessibility, ac-
countability, and openness in Government
by strengthening section 552 of title 5,
United States Code (commonly referred to as
the Freedom of Information Act), and for
other purposes (Rept. No. 110-59).

————

INTRODUCTION OF BILLS AND
JOINT RESOLUTIONS

The following bills and joint resolu-
tions were introduced, read the first
and second times by unanimous con-
sent, and referred as indicated:

By Mrs. BOXER:

S. 1248. An original bill to provide for the
conservation and development of water and
related resources, to authorize the Secretary
of the Army to construct various projects for
improvements to rivers and harbors of the
United States, and for other purposes; from
the Committee on Environment and Public
Works; placed on the calendar.

By Mrs. FEINSTEIN:

S. 1249. A bill to require the President to
close the Department of Defense detention
facility at Guantanamo Bay, Cuba, and for
other purposes; to the Committee on Armed
Services.

By Ms. SNOWE (for herself and Ms.
CANTWELL):

S. 1250. A Dbill to direct the United States
Trade Representative to conduct an inves-
tigation of the personal exemption allowance
that Canada provides for merchandise pur-
chased abroad by Canadian residents, and for
other purposes; to the Committee on Fi-
nance.

By Mr. McCONNELL (for himself, Mrs.
LINCOLN, and Mr. BUNNING):

S. 1251. A bill to amend the Internal Rev-
enue Code of 1986 to provide for the tax
treatment of horses, and for other purposes;
to the Committee on Finance.

By Mr. AKAKA:

S. 1252. A bill to amend title 10, United
States Code, to provide for uniformity in the
awarding of disability ratings for wounds or
injuries incurred by members of the Armed
Forces, and for other purposes; to the Com-
mittee on Armed Services.

By Mr. BINGAMAN (for himself and
Mr. AKAKA) (by request):

S. 1253. A bill to establish a fund for the
National Park Centennial Challenge, and for
other purposes; to the Committee on Energy
and Natural Resources.
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SUBMISSION OF CONCURRENT AND
SENATE RESOLUTIONS

The following concurrent resolutions
and Senate resolutions were read, and
referred (or acted upon), as indicated:

By Mrs. CLINTON (for herself, Mr.
KERRY, Mr. FEINGOLD, Mr. SANDERS,
Mr. CASEY, and Mr. BAYH):

S. Res. 176. A resolution recognizing April
30, 2007, as ‘“‘National Healthy Schools Day”;
to the Committee on the Judiciary.

By Mr. HATCH (for himself, Mr. MAR-
TINEZ, Mr. BINGAMAN, Mr. SALAZAR,
Mr. MENENDEZ, and Mrs. BOXER):

S. Res. 177. A resolution designating April
30, 2007, as ‘‘Dia de los Ninos: Celebrating
Young Americans”, and for other purposes;
to the Committee on the Judiciary.

————————

ADDITIONAL COSPONSORS

S. 14
At the request of Mr. KYL, the name
of the Senator from Louisiana (Mr.
VITTER) was added as a cosponsor of S.
14, a bill to repeal the sunset on certain
tax rates and other incentives and to
repeal the individual alternative min-
imum tax, and for other purposes.
S. 101
At the request of Mr. STEVENS, the
name of the Senator from Georgia (Mr.
CHAMBLISS) was added as a cosponsor of
S. 101, a bill to update and reinvigorate
universal service provided under the
Communications Act of 1934.
S. 223
At the request of Mr. FEINGOLD, the
name of the Senator from Utah (Mr.
HATCH) was added as a cosponsor of S.
223, a bill to require Senate candidates
to file designations, statements, and
reports in electronic form.
S. 231
At the request of Mrs. FEINSTEIN, the
names of the Senator from Hawaii (Mr.
AKAKA), the Senator from Connecticut
(Mr. DoDD), the Senator from South
Dakota (Mr. JOHNSON) and the Senator
from Washington (Mrs. MURRAY) were
added as cosponsors of S. 231, a bill to
authorize the Edward Byrne Memorial
Justice Assistance Grant Program at
fiscal year 2006 levels through 2012.
S. 557
At the request of Mr. ROBERTS, the
name of the Senator from New Hamp-
shire (Mr. SUNUNU) was added as a co-
sponsor of S. 557, a bill to amend the
Internal Revenue Code of 1986 to make
permanent the depreciation classifica-
tion of motorsports entertainment
complexes.
S. 578
At the request of Mr. KENNEDY, the
name of the Senator from Michigan
(Ms. STABENOW) was added as a cospon-
sor of S. 578, a bill to amend title XIX
of the Social Security Act to improve
requirements under the Medicaid pro-
gram for items and services furnished
in or through an educational program
or setting to children, including chil-
dren with developmental, physical, or
mental health needs, and for other pur-
poses.
S. 624
At the request of Ms. MIKULSKI, the
name of the Senator from Tennessee
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(Mr. CORKER) was added as a cosponsor
of S. 624, a bill to amend the Public
Health Service Act to provide waivers
relating to grants for preventive health
measures with respect to breast and
cervical cancers.
S. 691
At the request of Mr. CONRAD, the
name of the Senator from Illinois (Mr.
OBAMA) was added as a cosponsor of S.
691, a bill to amend title XVIII of the
Social Security Act to improve the
benefits under the Medicare program
for beneficiaries with kidney disease,
and for other purposes.
S. 725
At the request of Mr. LEVIN, the
name of the Senator from Connecticut
(Mr. LIEBERMAN) was added as a co-
sponsor of S. 725, a bill to amend the
Nonindigenous Aquatic Nuisance Pre-
vention and Control Act of 1990 to re-
authorize and improve that Act.
S. 790
At the request of Mr. LUGAR, the
name of the Senator from California
(Mrs. BOXER) was added as a cosponsor
of S. 790, a bill to amend the Richard B.
Russell National School Lunch Act to
permit the simplified summer food pro-
grams to be carried out in all States
and by all service institutions.
S. 849
At the request of Mr. LEAHY, the
name of the Senator from Louisiana
(Ms. LANDRIEU) was added as a cospon-
sor of S. 849, a bill to promote accessi-
bility, accountability, and openness in
Government by strengthening section
5562 of title 5, United States Code (com-
monly referred to as the Freedom of In-
formation Act), and for other purposes.
S. 860
At the request of Mr. SMITH, the
name of the Senator from Washington
(Mrs. MURRAY) was added as a cospon-
sor of S. 860, a bill to amend title XIX
of the Social Security Act to permit
States the option to provide Medicaid
coverage for low-income individuals in-
fected with HIV.
S. 937
At the request of Mrs. CLINTON, the
name of the Senator from Vermont
(Mr. SANDERS) was added as a cospon-
sor of S. 937, a bill to improve support
and services for individuals with au-
tism and their families.
S. 958
At the request of Mr. SESSIONS, the
name of the Senator from Indiana (Mr.
BAYH) was added as a cosponsor of S.
958, a bill to establish an adolescent lit-
eracy program.
S. 974
At the request of Ms. COLLINS, the
name of the Senator from Ohio (Mr.
BROWN) was added as a cosponsor of S.
974, a bill to amend title VII of the Tar-
iff Act of 1930 to provide that the provi-
sions relating to countervailing duties
apply to nonmarket economy coun-
tries, and for other purposes.
S. 994
At the request of Mr. TESTER, the
names of the Senator from Virginia
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(Mr. WEBB) and the Senator from
Vermont (Mr. SANDERS) were added as
cosponsors of S. 994, a bill to amend
title 38, United States Code, to elimi-
nate the deductible and change the
method of determining the mileage re-
imbursement rate under the bene-
ficiary travel program administered by
the Secretary of Veteran Affairs, and
for other purposes.
S. 1010
At the request of Mr. SMITH, the
name of the Senator from Idaho (Mr.
CrAPO) was added as a cosponsor of S.
1010, a bill to amend the Internal Rev-
enue Code of 1986 to encourage guaran-
teed lifetime income payments from
annuities and similar payments of life
insurance proceeds at dates later than
death by excluding from income a por-
tion of such payments.
S. 1070
At the request of Mr. HATCH, the
name of the Senator from Pennsyl-
vania (Mr. SPECTER) was added as a co-
sponsor of S. 1070, a bill to amend the
Social Security Act to enhance the so-
cial security of the Nation by ensuring
adequate public-private infrastructure
and to resolve to prevent, detect, treat,
intervene in, and prosecute elder abuse,
neglect, and exploitation, and for other
purposes.
S. 1107
At the request of Mr. SMITH, the
name of the Senator from Ohio (Mr.
BROWN) was added as a cosponsor of S.
1107, a bill to amend title XVIII of the
Social Security Act to reduce cost-
sharing under part D of such title for
certain non-institutionalized full-ben-
efit dual eligible individuals.
S. 1160
At the request of Ms. STABENOW, the
name of the Senator from Colorado
(Mr. SALAZAR) was added as a cospon-
sor of S. 1160, a bill to ensure an abun-
dant and affordable supply of highly
nutritious fruits, vegetables, and other
specialty crops for American con-
sumers and international markets by
enhancing the competitiveness of
United States-grown specialty crops.
S. 1181
At the request of Mr. OBAMA, the
name of the Senator from Ohio (Mr.
BROWN) was added as a cosponsor of S.
1181, a bill to amend the Securities Ex-
change Act of 1934 to provide share-
holders with an advisory vote on execu-
tive compensation.
S. 1232
At the request of Mr. DODD, the
names of the Senator from Rhode Is-
land (Mr. REED) and the Senator from
Washington (Ms. CANTWELL) Wwere
added as cosponsors of S. 1232, a bill to
direct the Secretary of Health and
Human Services, in consultation with
the Secretary of Education, to develop
a voluntary policy for managing the
risk of food allergy and anaphylaxis in
schools, to establish school-based food
allergy management grants, and for
other purposes.
S.J. RES. 12
At the request of Mr. BROWNBACK, the
name of the Senator from Connecticut
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(Mr. LIEBERMAN) was added as a co-
sponsor of S.J. Res. 12, a joint resolu-
tion providing for the recognition of
Jerusalem as the undivided capital of
Israel before the United States recog-
nizes a Palestinian state, and for other
purposes.
S. RES. 110
At the request of Mr. LUGAR, the
name of the Senator from Wisconsin
(Mr. FEINGOLD) was added as a cospon-
sor of S. Res. 110, a resolution express-
ing the sense of the Senate regarding
the 30th Anniversary of ASEAN-United
States dialogue and relationship.
S. RES. 118
At the request of Mr. LEVIN, the
names of the Senator from Michigan
(Ms. STABENOW) and the Senator from
Ohio (Mr. BROWN) were added as co-
sponsors of S. Res. 118, a resolution
urging the Government of Canada to
end the commercial seal hunt.
S. RES. 155
At the request of Mr. DODD, the
names of the Senator from Illinois (Mr.
DURBIN) and the Senator from New
Mexico (Mr. BINGAMAN) were added as
cosponsors of S. Res. 155, a resolution
expressing the sense of the Senate on
efforts to control violence and
strengthen the rule of law in Guate-
mala.
S. RES. 171
At the request of Ms. COLLINS, the
name of the Senator from Michigan
(Mr. LEVIN) was added as a cosponsor of
S. Res. 171, a resolution memorializing
fallen firefighters by lowering the
United States flag to half-staff on the
day of the National Fallen Firefighter
Memorial Service in Emmitsburg,
Maryland.

————

STATEMENTS ON INTRODUCED
BILLS AND JOINT RESOLUTIONS

By Mrs. FEINSTEIN:

S. 1249. A bill to require the Presi-
dent to close the Department of De-
fense detention facility at Guantanamo
Bay, Cuba, and for other purposes; to
the Committee on Armed Services.

Mrs. FEINSTEIN. Mr. President, I
rise today to introduce legislation to
close the U.S. detention facilities at
Guantanamo Bay, Cuba.

Guantanamo has become a lightning
rod for international condemnation.
Both allies and enemies have decried
the stories of detainee abuse and the
U.S. refusal to acknowledge that the
individuals held at Guantanamo are le-
gally entitled to be treated in accord
with the Geneva Conventions. In short,
the continued use of Guantanamo is
causing more damage than benefit in
our war on terrorism.

The Supreme Court determined last
summer that the Geneva Conventions
applies to Guantanamo detainees, and
Congress passed the Military Commis-
sions Act in response. There remain
court challenges and policy questions
as to whether the proceedings at Guan-
tanamo are now legal. What is clear,
however, is that, whether legal or not,
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Guantanamo is harming our national
interests.

This is not solely my view.

Secretary of Defense Gates testified
recently before the House Defense Ap-
propriations Subcommittee. He said, “I
came to this position believing that
Guantanamo should be closed. I know
that people have expressed that as a
wish. The president has expressed it as
a wish.” The Secretary remarked that
Guantanamo has ‘‘a taint about it.”

According to media accounts, the
current and former Secretaries of
State, Condoleezza Rice and Colin Pow-
ell, share this view.

Unfortunately, these expressions will
not necessarily lead to concrete action.
On March 23, White House Press Sec-
retary Tony Snow stated that it was
unlikely that the Guantanamo deten-
tion facility would close during the
Bush Presidency.

That is unfortunate, but I think the
way forward is now clear. It is time to
close the detention facilities at Guan-
tanamo, and it is time for the Congress
to act. And so today I am proud to
offer legislation to end detention oper-
ations at Guantanamo within a year.

Approximately 750 enemy combat-
ants—including individuals believed to
be Taliban fighters or al-Qaida
irregulars have been sent to Guanta-
namo since January 11, 2002. Roughly
385 are there today, and it is estimated
that only 60 to 80 of them will ever be
charged. According to a Pentagon
spokesman last month, another 80 de-
tainees remain at Guantanamo despite
having been cleared for transfer or re-
lease.

This is an untenable situation.

Let me be clear. I have no room in
my heart for al-Qaida members or af-
filiates. I know full well that they
would kill innocent Americans given
half the chance. But the people in this
administration who have made these
decisions have never recognized that it
is not just for the detainees’ sake that
we comply with U.S. and international
law, it is to our benefit as well.

As Senator McCCAIN and GEN Colin
Powell have forcefully argued, we treat
individuals in accordance with inter-
national law to ensure that Americans
captured in battle are treated likewise.

Unfortunately, due to the adminis-
tration’s decision not to apply Article 3
of the Geneva Conventions and to allow
new interrogation techniques, there
have been abuses. These have been doc-
umented, among other places, in the
official report by Air Force LTG Ran-
dall Schmidt on June 9, 2005.

Ironically, use of these techniques
not only turned the tide of world opin-
ion and shocked our consciences, but
they are inconsistent with producing
accurate intelligence.

The second major result from mis-
taken administration policies has been
our fall from the world’s leader in the
realm of ideals, not just in power.

The detentions at Guantanamo have
been decried, from moral leaders such
as Archbishop Desmond Tutu to polit-
ical leaders like Tony Blair.
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Archbishop Tutu said, ‘I never imag-
ined I would live to see the day when
the United States and its satellites
would use precisely the same argu-
ments that the apartheid government
used for detention without trial. It is
disgraceful.”

Prime Minister Blair commented
that Guantanamo Bay is an ‘“‘anomaly
that at some point has to be brought to
an end.”

While world leaders and various of-
fices of the United Nations have criti-
cized Guantanamo, terrorists around
the world have used it to rally new re-
cruits. Just like the horrible scenes
from Abu Ghraib, we have found evi-
dence that the disrespect for Islam and
the Koran at Guantanamo has helped
breed a new generation of terrorists.

The legislation that I introduce
today would close the Guantanamo de-
tention facilities within a year of en-
actment.

Everyone being held at that time
would have to be transitioned to an al-
ternative legal status. There are five
major options. Detainees could be
transferred to a civilian or military fa-
cility in the United States and charged
with a violation of U.S. or inter-
national law for prosecution in a civil-
ian or military proceeding; transferred
to a facility in the United States for
continued detention, for individuals
judged to be enemy combatants; trans-
ferred to any international legal tri-
bunal that may be authorized for this
purpose; transferred to their home na-
tion or a third-party government for
further processing. This would require
that the Government obtain the re-
quired assurances that the detainee
will not be tortured or otherwise han-
dled in a matter against international
law; or for detainees judged to pose no
continuing security threat to the
United States or our allies, released.

What would this accomplish?

First, and most importantly, it
would end the stain on America’s rep-
utation and reiterate that we are a na-
tion of laws and justice.

Second, moving trials to the United
States, whether under the military
commission process or otherwise,
would enhance the credibility of those
proceedings. As Secretary Gates testi-
fied, ‘“‘no matter how transparent, no
matter how open the trials, if they
took place at Guantanamo in the inter-
national community, they would lack
credibility.”

Finally, moving detainees to the
mainland would ease the logistics of
trials and oversight. It would obviate
the need for the government to run its
own airline business shuttling Mem-
bers of Congress, lawyers, reporters,
and military police to Guantanamo.

Some will argue that closing Guanta-
namo will damage our security. Let me
make clear: I am not for releasing any
terrorist, any Taliban fighter, or any-
one that we will have to face again on
the battlefield.

We have high-security prisons and
military brigs around the nation and
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know how to keep prisoners from
harming the local population. In fact,
the Justice Department has success-
fully convicted Sheikh Omar Abdel-
Rahman and Ramszi Yousef for their
roles in the first World Trade Center
bombing. Jose Padilla was held in a
naval brig, and is currently awaiting a
trial in the United States. Our military
and criminal justice systems are up to
this task.

Nor is it the case that moving detain-
ees from Guantanamo will hinder our
ability to gain intelligence from them.
In fact, the majority of detainees are
not being interrogated at Guantanamo,
and almost none of them have any ac-
tionable intelligence left after impris-
onment for years.

Finally, I am aware that legislation
has been introduced to amend the Mili-
tary Commissions Act, especially with
regard to its habeas corpus provisions.
I support these efforts. But legal ex-
perts have testified that moving de-
tainees to the United States would
have little impact on the Government’s
ability to prosecute them. The proce-
dures of the Military Commissions Act,
or any other court martial or criminal
proceeding, do not depend on the loca-
tion of the trial. Indeed, the Supreme
Court has already held that legal proc-
ess at Guantanamo is subject to U.S.
law.

As I said at the beginning of my re-
marks, it is our responsibility to en-
sure that the war on terror is being
fought in a way that maximizes our
ability to prevail. The situation at
Guantanamo has impeded our success.
It has strained our relations with key
allies. It has provided fodder to our de-
tractors. And it has dampened the na-
tional support we need to keep fighting
our enemies.

After more than 5 years, it is time to
close this prison. I urge my colleagues
to support this legislation.

I ask that the text of the bill be
printed in the RECORD.

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

S. 1249

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

SECTION 1. REQUIRED CLOSURE OF GUANTA-
NAMO BAY DETENTION FACILITY.

(a) CLOSURE OF DETENTION FACILITY.—Not
later than one year after the date of the en-
actment of this Act—

(1) the President shall close the Depart-
ment of Defense detention facility at Guan-
tanamo Bay, Cuba; and

(2) all detainees detained at such facility
shall be removed from the facility and—

(A) transferred to a military or civilian de-
tention facility in the United States and
charged with a violation of United States or
international law and tried in an Article III
court or military legal proceeding before a
regularly-constituted court;

(B) transferred to a military or civilian de-
tention facility in the United States without
being charged with a violation of law if the
detainee may be held as an enemy combat-
ant or detained pursuant to other legal au-
thority as Congress may authorize;
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(C) transferred to an international tribunal
operating under the authority of the United
Nations with jurisdiction to hold trials of
such individuals;

(D) transferred to their country of citizen-
ship or a different country for further legal
process, provided that such country provides
adequate assurances that the individual will
not be subject to torture or cruel, inhuman,
or degrading treatment; or

(E) released from any further detention.

(b) IMMIGRATION STATUS.—The transfer of
an individual under subsection (a) shall not
be considered an entry into the United
States for purposes of immigration status.

By Ms. SNOWE (for herself and
Ms. CANTWELL):

S. 1250. A bill to direct the United
States Trade Representative to con-
duct an investigation of the personal
exemption allowance that Canada pro-
vides for merchandise purchased
abroad by Canadian residents, and for
other purposes; to the Committee on
Finance.

Ms. SNOWE. Mr. President, I rise
today to address the urgent need to end
Canada’s trade-distorting personal cus-
toms duty exemption scheme, which

severely disadvantages border-area
businesses in Maine and across the
country.

The U.S.-Canada Free Trade Agree-
ment of 1989 and the subsequent North
American Free Trade Agreement,
NAFTA, of 1994 were intended to create
a level playing field for companies in
both countries in terms of cross-border
commerce. However, the spirit—if not
the letter of these agreements—have
been abrogated by Canada’s schedule of
personal exemptions from customs du-
ties and taxes for returning Canadian
residents.

Under this scheme, Canada allows its
residents no personal exemption from
customs duties on goods purchased dur-
ing trips abroad lasting less than 24
hours. For trips between 24 and 48
hours, Canadians are exempt from
their government’s duties and taxes on
only the first C$50 of purchases. In con-
trast, the United States allows its resi-
dents to bring $200 of merchandise into
the country duty free upon returning
from a trip abroad lasting less than 48
hours.

As the U.S. Trade Representative
said in its 2007 National Trade Esti-
mate Report on Foreign Trade Bar-
riers, this disparity between the Cana-
dian and U.S. personal duty exemption
schedules discourages shopping visits
to the United States by Canadian bor-
der residents. Understandably, it is
therefore a major concern for Maine
and other U.S. border-area businesses,
which rely on such cross-border com-
merce for their very livelihoods.

Canada’s personal duty exemption
scheme has thus produced an unwel-
come area of friction in a largely vi-
brant and friendly cross-border rela-
tionship. Moreover, it is inconsistent
with Canada’s international trade obli-
gations to the United States under
Chapter Twelve of the North American
Free Trade Agreement. Under that
agreement, Canada is obligated to ac-
cord to United States service providers,
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including retail and distribution serv-
ice providers, treatment no less favor-
able than that it accords to its own
service providers and the service pro-
viders of any other country.

When one considers, as Canada’s gov-
ernment no doubt has, that foreign
travel by Canadian residents lasting
less than 48 hours is almost exclusively
to the United States, Canada’s personal
customs duty exemption scheme ap-
pears to be a deliberate attempt to
favor its own retail establishments at
the expense of U.S. merchants just
across the border. This scheme thus de-
feats the very purpose of NAFTA—to
foster cross-border commerce unre-
strained by protectionist policies.

Despite this inconsistency with
NAFTA and frequent requests by U.S.
lawmakers and trade officials, Canada
has for years refused to change its per-
sonal duty exemption scheme. That is
why Senator CANTWELL and I today in-
troduce a bill that would direct the
U.S. Trade Representative to initiate
an investigation of Canada’s personal
duty exemption scheme under the sec-
tion 301 process of the Trade Act of
1974—the statue setting forth the pro-
cedures for identifying and taking ac-
tion against foreign trade practices
which are unjustifiable or burden and
restrict U.S. commerce.

The section 301 process exists—like
NAFTA itself—to ensure that mutually
respectful trade relationships can effi-
ciently handle and amicably survive
substantive disagreements over trade
rules. We therefore introduce this bill
not to embarrass or chastise Canada
but to formally initiate the process of
bringing this particular disagreement
to a principled resolution. I urge our
colleagues from border and nonborder
States alike to join us seeking that fair
outcome.

By Mr. MCCONNELL (for himself,
Mrs. LINCOLN, and Mr. BUN-

NING):
S. 1251. A bill to amend the Internal
Revenue Code of 1986 to provide for the
tax treatment of horses, and for other

purposes; to the Committee on Fi-
nance.
Mr. McCONNELL. Mr. President, I

rise today to introduce the Equine Eq-
uity Act of 2007 with my colleague
from Arkansas, Mrs. LINCOLN, and my
colleague from Kentucky, Mr. BUNNING.

On this upcoming Saturday, the
sporting world turns its attention to
my hometown of Louisville for the an-
nual running of the Kentucky Derby. It
has been appropriately called ‘‘the
most exciting 2 minutes in sports,’”” and
has given us such great champions as
Secretariat, Seattle Slew, and the cou-
rageous Barbaro.

The activities surrounding the derby
also allow Kentucky to show off one of
its signature industries, the horse in-
dustry. Long after the pageantry and
festivities of derby day, the horse in-
dustry remains a vital part of Ken-
tucky’s economy and cultural heritage.
Horses are Kentucky’s largest agricul-
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tural product. The horse industry con-
tributes $3.5 Dbillion to Kentucky’s
economy, and directly employs more
than 50,000 Kentuckians.

While many Americans appropriately
identify the horse industry as one of
Kentucky’s signature industries, the
industry’s economic impact extends
well beyond the borders of the Com-
monwealth. A recent economic impact
study by the firm of Deloitte Touche
Tohmatsu found that the horse indus-
try contributes approximately $39 bil-
lion in direct economic impacts to the
U.S. economy each year. The industry
sustains 1.4 million full-time equiva-
lent jobs each year, with over 460,000 of
those jobs created from direct spending
within the industry.

Nearly 2 million Americans own
horses, either for racing, showing or
recreational purposes. While the pop-
ular image of horse owners might focus
on Millionaire’s Row at Churchill
Downs on derby day, the facts tell a
different story. Only about one-quar-
ter, 28 percent, of U.S. horse owners
have incomes greater than $100,000.
More than one in every three, 34 per-
cent, horse owners has an income of
less than $50,000.

Like many businesses, outside in-
vestments are essential to the oper-
ation and growth of the horse industry.
Without investors willing to buy and
breed horses, it is impossible for the in-
dustry to thrive. Unfortunately, there
are several unfair, unwise provisions in
the tax code that discourage invest-
ment in the horse industry.

In an effort to address these con-
cerns, today I introduce the Equine Eq-
uity Act with my colleague from Ar-
kansas, Mrs. LINCOLN, and my good
friend from Kentucky Mr. BUNNING.
The Equine Equity Act includes two
key provisions.

First, it will provide capital gains
treatment for horses that is equal to
other investments. Nearly all capital
assets are eligible to receive more fa-
vorable capital gains tax treatment
once they are held for 12 months. How-
ever, horses and cattle must be held for
two years to receive capital gains
treatment. This legislation would re-
duce the capital gains holding period
for horses from 24 months to 12
months.

Second, it will apply equal deprecia-
tion standards for all racehorses. Cur-
rent law states that racehorses that
begin training when older than 24
months of age are depreciated over 3
years, while those horses that begin
training before reaching 24 months of
age are depreciated over 7 years.

Most horses begin training before
they reach 24 months, but their racing
careers do not last 7 years. This legis-
lation would reduce the depreciation
period for racehorses to 3 years more
accurately reflect the racing life of
horses.

I appreciate the willingness of my
colleagues from Arkansas and Ken-
tucky to join me in introducing this
legislation of tremendous importance
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to our states. I look forward to work-
ing with them and our colleagues in
the Senate to enact this bipartisan bill
into law.

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

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

S. 1251

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 ‘“‘Equine Eq-

uity Act of 2007".

SEC. 2. 3-YEAR DEPRECIATION FOR ALL RACE
HORSES.

(a) IN GENERAL.—Clause (i) of section
168(e)(3)(A) of the Internal Revenue Code of
1986 (relating to 3-year property) is amended
to read as follows:

‘(i) any race horse,”.

(b) EFFECTIVE DATE.—The amendment
made by this section shall apply to property
placed in service on or after the date of the
enactment of this Act.

SEC. 3. REDUCTION OF HOLDING PERIOD TO 12
MONTHS FOR PURPOSES OF DETER-
MINING WHETHER HORSES ARE SEC-
TION 1231 ASSETS.

(a) IN GENERAL.—Subparagraph (A) of sec-
tion 1231(b)(3) of the Internal Revenue Code
of 1986 (relating to definition of livestock) is
amended by striking ‘‘and horses’’.

(b) EFFECTIVE DATE.—The amendment
made by this section shall apply to taxable
years beginning after December 31, 2007.

By Mr. AKAKA:

S. 12562, A bill to amend title 10,
United States Code, to provide for uni-
formity in the awarding of disability
ratings for wounds or injuries incurred
by members of the Armed Forces, and
for other purposes; to the Committee
on Armed Services.

Mr. AKAKA. Mr. President, today I
introduce legislation that would re-
form the Department of Defense Dis-
ability Evaluation System. This legis-
lation offers common sense solutions
to problems within the Disability Eval-
uation System that first gained public
attention in connection with the sto-
ries about the conditions at Walter
Reed Army Medical Center. Unfortu-
nately, the problems with the Dis-
ability Evaluation System are not lim-
ited to the Army but exist throughout
the military services.

At an April 12, 2007, Joint Senate
Armed Services and Veterans’ Affairs
Committee Hearing, we received testi-
mony that identified problems with the
current system. Examples of the issues
identified were the failure to use the
VA disability rating schedule in a con-
sistent manner across the military
services; the failure to include all, not
just the most severe medical condi-
tions that would render a servicemem-
ber unfit when making a disability de-
cision; the lack of uniform training for
Disability Evaluation System per-
sonnel; and the lack of accountability
and supervision by DoD over the dis-
ability process.

Some have suggested that the solu-
tion to the problems within the Dis-
ability Evaluation System is to radi-
cally change it. Under current DoD
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practice, a service-specific Physical
Evaluation Board, PEB, makes a ‘‘fit-
ness’” for duty determination. If a serv-
icemember is found to be unfit for con-
tinued service, the PEB then makes a
disability decision. Instead of seeking
ways to ensure that the system func-
tions as intended, some have suggested
that the military continue to make
“fitness’ determinations, but that the
Department of Veterans Affairs would
be responsible for making disability de-
cisions for servicemembers found to be
unfit.

While this may appear to be a reason-
able recommendation, I am concerned
that if this recommendation is imple-
mented without careful consideration,
we might be creating more problems
than we can solve.

The VA disability rating system is
already stressed with its existing case-
load. In this time of armed conflict
when there are more injured
servicemembers each day, it makes no
sense to add more pressure to an al-
ready overburdened VA system, espe-
cially when there is no indication that
VA would do a better job than DoD in
making disability ratings. As long as
there is consistency in how we deter-
mine what percentage of disability a
servicemembers receives, it should not
matter who makes the rating.

Rather than shifting the focus to VA,
I believe our focus should be on solving
the problems of fairness and consist-
ency for assigning disability ratings
within and across the Services. To that
end, the bill I am introducing addresses
consistency of disability ratings within
DoD, uniform use of the Veterans Af-
fairs rating schedule across the mili-
tary services, uniform training of Med-
ical Evaluation Board/Physical Evalua-
tion Board personnel, and account-
ability by DoD to ensure compliance
with disability rating regulations and
policies.

This legislation is a good first step
towards changing the DoD Disability
Evaluation System that needs to be re-
formed for the benefit of our wounded
and seriously injured servicemembers.
It will improve DoD-wide disability
rating regulations and policies, and en-
sure consistency as these regulations
and policies are applied across the
Services.

Mr. President, I urge my colleagues
to join me in making these positive
changes to the DoD Disability Evalua-
tion System. We owe our injured and
disabled servicemembers no less.

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

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

S. 1252

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

SECTION 1. UNIFORMITY IN DISABILITY RATINGS
FOR MEMBERS OF THE ARMED
FORCES.

(a) UNIFORMITY IN DISABILITY RATINGS.—
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(1) IN GENERAL.—Chapter 61 of title 10,
United States Code, is amended by inserting
after section 1216 the following new section:
“§1216a. Ratings of disability: uniformity;

schedule of ratings to be utilized

‘“(a) IN GENERAL.—The Secretary of De-
fense shall prescribe in regulations uniform
standards for determinations of ratings of
disability under this chapter in order to as-
sure that the ratings of disability issued by
the military departments for members of the
armed forces with a wound or injury of a par-
ticular degree of disablement are consistent
across the military departments.

“(b) CONSIDERATION OF APPLICABLE MED-
ICAL CONDITIONS.—The Secretary of Defense
shall prescribe in regulations requirements
that, in making the determination of a rat-
ing of disability of a member of the armed
forces for purposes of this chapter, the Sec-
retary concerned shall take into account all
medical conditions incurred by the member
while entitled to basic pay or while absent as
described in section 1201(c)(3) of this title
that render the member unfit to perform the
duties of the member’s office, grade, rank, or
rating, as determined utilizing the standard
schedule for rating disabilities referred to in
subsection (c).

““(c) UTILIZATION OF SCHEDULE FOR RATING
DISABILITIES OF DEPARTMENT OF VETERANS
AFFAIRS.—In order to ensure uniformity in
determinations of disability for purposes of
this chapter and under the laws administered
by the Secretary of Veterans Affairs, each
Secretary concerned shall utilize the stand-
ard schedule for rating disabilities in use by
the Department of Veterans Affairs, includ-
ing any applicable interpretation of the
schedule by the United States Court of Ap-
peals for Veterans Claims or the United
States Court of Appeals for the Federal Cir-
cuit, in making any determination of dis-
ability for purposes of this chapter. Such
Secretary may not modify the schedule, or
any interpretation of the schedule, whether
by regulation, administrative action, or oth-
erwise, in making any such determination
for purposes of this chapter.

“(d) TRAINING OF CERTAIN PERSONNEL.—In
order to ensure the compliance of such per-
sonnel with the provisions of this section in
the making of determinations of ratings of
disability of members of the armed forces
under this chapter, the Secretary of Defense
shall prescribe in regulations uniform re-
quirements for training in the making of
such determinations for personnel as follows:

‘(1) Physical evaluation board personnel.

‘(2) Physicians who serve on medical ex-
amination boards.”.

(2) CLERICAL AMENDMENT.—The table of
sections at the beginning of chapter 61 of
such title is amended by inserting after the
item relating to section 1216 the following
new item:

‘“1216a. Ratings of disability: uniformity;
schedule of ratings to be uti-
lized.”.

3) CONFORMING AMENDMENT.—Section
1216(a) of such title is amended by adding at
the end the following new sentence: ‘“‘Such
regulations shall be consistent with the pro-
visions of section 1216a of this title and the
regulations prescribed under that section.”.

(b) REGULATIONS.—The Secretary of De-
fense shall prescribe the regulations required
by section 1216a of title 10, United States
Code (as added by subsection (a)), not later
than 180 days after the date of the enactment
of this Act.

(c) REPORT.—Not later than 180 days after
the date of the enactment of this Act, the
Secretary of Defense shall submit to Con-
gress a report setting forth the actions to be
taken by the Secretary to implement the re-
quirements to be prescribed under section
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1216a of title 10, United States Code (as so
added), and to otherwise ensure that deter-
minations of the ratings of disability of
members of the Armed Forces for purposes of
chapter 61 of title 10, United States Code, are
made in a fair, uniform, and timely manner.

(d) EFFECTIVE DATE.—Except as provided in
subsection (b), section 1216a of title 10,
United States Code (as so added), shall take
effect on the date that is 180 days after the
date of the enactment of this Act.

By Mr. BINGAMAN (for himself
and Mr. AKAKA) (by request):

S. 1263. A bill to establish a fund for
the National Park Centennial Chal-
lenge, and for other purposes; to the
Committee on Energy and Natural Re-
sources.

Mr. BINGAMAN. Mr. President, on
March 9, 2007, the Administration
transmitted draft legislation entitled
the National Park Centennial Chal-
lenge Fund Act,” which was referred to
the Committee on Energy and Natural
Resources. On behalf of Senator
AKAKA, the Chairman of the Sub-
committee on National Parks, and my-
self, I am pleased today to introduce
the National Park Centennial Chal-
lenge Fund Act, by request, as a cour-
tesy to the Administration.

Both Secretary of the Interior Dirk
Kempthorne and National Park Service
Director Mary Bomar have made clear
that the National Park Centennial Ini-
tiative is one of the highest priorities
of the Department of the Interior. The
initiative proposes up to $3 billion in
new funds over the next decade, with
three components.

The first component of the initiative
is the ‘“President’s Centennial Commit-
ment,” under which the Administra-
tion is proposing an additional $100
million per year in new discretionary
funds for the National Park Service.
The second and third components,
which the Administration collectively
describes as the ‘‘President’s Centen-
nial Challenge,” would seek to raise up
to $100 million each year over a ten-
year period from private donations. All
donations would be matched with new
Federal funding, up to $100 million an-
nually.

The new funding would be used for
‘“‘signature projects and programs,”’
which the draft legislation defines as
“‘a project or program identified by the
Director of the National Park Service
as one that will help prepare the na-
tional parks for another century of
conservation, preservation, and enjoy-
ment.”’

Mr. President, while I commend the
Administration for this effort to secure
increased funding for our mnational
parks, I still need to better understand
many of the specifics of the proposal,
and until then, am reserving judgment
on it.

For example, we need to understand
whether the initiative will result in
significant new funding for our na-
tional parks, or whether increases in
funding from the initiative will simply
be offset by funding reductions in other
important areas. I also have questions
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about whether the philanthropic goals
proposed by this legislation are real-
istic, given the historic levels of pri-
vate contributions for national parks.
In addition, we need to learn more
about the type of projects and pro-
grams that would be funded under the
initiative, and what role Congress
should have in establishing funding pri-
orities. Finally, any legislative initia-
tive that proposes $1 billion in new di-
rect spending without an offset will
certainly be carefully reviewed.

Secretary Kempthorne and Director
Bomar have indicated that they intend
to make recommendations to the
President later this month on appro-
priate signature projects and programs
as well as goals for the initiative. I
look forward to working with both Sec-
retary Kempthorne and Director
Bomar on this proposal once those rec-
ommendations are complete.

I ask unanimous consent that the
text of the bill be printed in the
RECORD, along with the transmittal
letter from Director Bomar and a sec-
tion-by-section analysis of the bill pre-
pared by the Department of the Inte-
rior.

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

S. 1253

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 ‘‘National
Park Centennial Challenge Fund Act’.

SEC. 2. FINDINGS AND PURPOSE.

(a) FINDINGS.—Congress finds that—

(1) our national parks are icons of Amer-
ica;

(2) the one hundredth anniversary of the
National Park System will be in 2016;

(3) it is appropriate for all Americans to
help in the efforts to enhance our parks as
the country gets ready for this centennial
celebration;

(4) the President has proposed a National
Park Centennial Initiative that, over ten
years, will provide up to $3,000,000,000 to pre-
pare parks for another century of conserva-
tion, preservation, and enjoyment; and

(5) a part of that Initiative is the establish-
ment of a Centennial Challenge to encourage
individuals, foundations, and the private sec-
tor to donate money each year by providing
up to $100,000,000 in dedicated Federal fund-
ing to match donations for signature
projects and programs.

(b) PURPOSE.—It is the purpose of this Act
to establish a fund in the Treasury that will
be used to finance signature projects and
programs to enhance the National Park Sys-
tem as it approaches its centennial in 2016
and to prepare the parks for another century
of conservation, preservation, and enjoy-
ment.

SEC. 3. DEFINITIONS.

In this Act:

(1) CHALLENGE FUND.—The term ‘‘Challenge
Fund” means the National Park Centennial
Challenge Fund.

(2) DIRECTOR.—The term ‘‘Director’” means
the Director of the National Park Service.

(3) QUALIFIED DONATION.—The term ‘‘quali-
fied donation’ means a cash non-Federal do-
nation to the National Park Service that the
Director certifies is for a listed signature
project or program.
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(4) SECRETARY.—The term
means Secretary of the Interior.

() SIGNATURE PROJECT OR PROGRAM.—The
term ‘‘signature project or program’ means
any project or program identified by the Di-
rector as one that will help prepare the na-
tional parks for another century of conserva-
tion, preservation and enjoyment.

SEC. 4. NATIONAL PARK CENTENNIAL CHAL-
LENGE FUND.

(a) ESTABLISHMENT.—There is established
in the Treasury a fund to be known as the
National Park Centennial Challenge Fund.
The Challenge Fund shall consist of:

(1) Qualified donations transferred from
the Donations to the National Park Service
account, in accordance with section 6(a).

(2) Amounts appropriated from the general
fund of the Treasury, in accordance with sec-
tion 6(b).

(b) AVAILABILITY.—AIll amounts deposited
in the Challenge Fund shall be available,
subject to restrictions in section 6(c), to the
Secretary for signature projects and pro-
grams under this Act without further appro-
priation and without fiscal year limitation.
No monies shall be available for indirect ad-
ministrative costs. The expenditure of
amounts in the Challenge Fund shall follow
Federal procurement and financial laws and
standards.

SEC. 5. SIGNATURE PROJECTS AND PROGRAMS.

(a) LisT.—The Secretary, acting through
the Director, shall develop a list of signature
projects and programs eligible for funding
from the Challenge Fund. The list shall be
submitted to the President and to the Com-
mittees on Appropriations and Energy and
Natural Resources in the United States Sen-
ate, and to the Committees on Appropria-
tions and Natural Resources in the House of
Representatives.

(b) SIGNATURE PROJECTS AND PROGRAMS.—
For purposes of this Act, a signature project
or program shall be a project or program
identified by the Director as one that will
help prepare the national parks for another
century of conservation, preservation and
enjoyment.

(c) TUPDATES.—The Secretary, acting
through the Director, may, from time to
time as the Secretary or Director finds nec-
essary, add any project or program to the
list developed pursuant to subsection (a)
that the Director believes is a signature
project or program. If the Director adds any
project or program to the list, the Secretary
shall notify the Committees referred to in
subsection (a) at the time the project or pro-
gram is added.

SEC. 6. DONATIONS AND MATCHING FEDERAL
FUNDS.

(a) QUALIFIED DONATIONS.—Beginning on
October 1, 2007, and ending on September 30,
2017, the Secretary may transfer to the Chal-
lenge Fund qualified donations of cash, in-
cluding cash to liquidate a letter of credit,
received by the National Park Service.

(b) MATCHING AMOUNT.—There is hereby
appropriated in each fiscal year beginning on
October 1, 2007 and ending on September 30,
2017, an amount equal to the qualified dona-
tions received and the pledge of donations
through letters of credit in the same fiscal
year, not to exceed $100,000,000 in any one
year. In no case may the matching amount
exceed the amount of donations received or
pledged in any year. For the purpose of this
subsection, the Secretary may consider a do-
nation for any fiscal year to be received
when a pledge of a donation for that fiscal
year is guaranteed and a valid irrevocable
letter of credit is issued for such purposes.

(c) OBLIGATIONS.—The Secretary may not
obligate any amounts based on a letter of
credit, or amounts to match a letter of cred-
it pursuant to subsection (b), until amounts

“Secretary”’

S5311

from that letter of credit are deposited in
the Challenge Fund.

(d) SOLICITATION.—Nothing in this Act
shall be construed as expanding any author-
ity that exists on the date of its enactment
with respect to the ability of the National
Park Service and its employees to receive or
solicit for donations.

SEC. 7. REPORT TO CONGRESS.

The Secretary shall provide with the sub-
mission of the President’s budget a list of
the signature projects and programs and the
status of their funding.

SEC. 8. REGULATIONS.

The Secretary may promulgate such regu-
lations as may be necessary to carry out this
Act.

UNITED STATES DEPARTMENT
OF THE INTERIOR,
Washington, DC.
Hon. DicK CHENEY,
President of the Senate,
Washington, DC.

DEAR MR. PRESIDENT: There is enclosed a
draft bill, the proposed ‘‘National Park Cen-
tennial Challenge Fund Act.”” We recommend
that the draft bill be introduced, referred to
the appropriate Committee for consider-
ation, and enacted.

August 25, 2016, will be the one hundredth
birthday of the National Park Service (NPS).
In 1872, President Grant signed a law to pro-
tect Yellowstone, making it America’s first
national park. By 1916, 40 national parks and
monuments existed, but they had no clear or
consistent management. On August 25, 1916,
President Woodrow Wilson established the
NPS to protect and manage these magnifi-
cent parks. The challenge facing the NPS as
it readies itself for its centennial celebration
is to conserve what is timeless while keeping
pace with the modern needs and expectations
of the American people. During the last five
years, the NPS has built a strong foundation
of improving parks, with 6,600 park improve-
ments completed or underway. This past Au-
gust, on the 90th birthday of the NPS, Presi-
dent Bush issued a challenge to prepare na-
tional parks for another century of conserva-
tion, preservation, and enjoyment.

President Bush stated: ““I call on all Amer-
icans to help in these efforts and to enhance
our parks as we get ready for the National
Park Service’s centennial celebration.
Through continuing cooperation and part-
nership, our national parks can endure for
the next 100 years and beyond.”

The President also directed the Secretary
of the Interior to develop a formal written
directive about the future of national parks.
He directed us to establish specific perform-
ance goals that, when achieved, will make
sure our parks continue to be places where
children and families can learn about our na-
tion’s great history, enjoy quality time to-
gether and have fun outdoors. He asked that
we identify signature projects and programs
that reflect and highlight these goals that
would be undertaken by leveraging philan-
thropic, partnership, and government invest-
ments for the benefit of national parks and
their visitors.

The President’s FY 2008 budget includes
the National Park Centennial Initiative, one
of the highest priorities of the Deprtment of
the Interior. This Initiative proposes up to $3
billion in new funds for the National Park
System over the next ten years. The Presi-
dent’s F'Y 2008 parks budget totals nearly $2.4
billion, the largest budget ever for programs
that support parks. It includes the highest
increase in parks operation funding ever pro-
posed. It provides for further improvement of
our national parks during the next decade
leading up to the 2016 centennial celebration.
It funds:
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The President’s Centennial Commitment:
This is $100 million a year—one billion dol-
lars over 10 years—for activities to achieve
new levels of excellence in our parks. These
discretionary funds will be used to hire more
seasonal rangers, interpreters, and mainte-
nance workers, repair buildings, improve
natural landscapes, and enhance the Junior
Ranger Program.

The President’s Centennial Challenge: We
are challenging individuals, foundations,
businesses, and the private sector to con-
tribute at least $100 million annually to sup-
port signature programs and projects in our
national parks. The enclosed draft bill would
allow us to match those contributions with
up to $100 million of mandatory funding an-
nually for the next ten years.

The proposed National Park Service Cen-
tennial Challenge Fund Act would establish
the National Park Service Centennial Chal-
lenge Fund (Challenge Fund), which would
encourage private donations for signature
projects and programs in national parks by
matching those donations with Federal funds
of up to $100 million a year for a ten year pe-
riod ending on September 30, 2017. The Fund
would be available to the Secretary without
further appropriation and with no fiscal year
limitations.

A list of signature projects and programs
eligible for funding under the Challenge will
be included in the Centennial report that the
Secretary plans to send to the President in
late May 2007. The list will be prepared by
the Director of the National Park Service,
drawing on ideas generated through listening
sessions, public engagement, and the input of
Park Service professionals. Additional
projects may be added to the list from time
to time, as necessary.

The President’s Centennial Challenge Fund
will not be used to hire NPS permanent staff
or for projects outside of park boundaries.
Its focus will be on those signature projects
an programs that will help prepare the Na-
tional Park System for another century of
conservation, preservation, and enjoyment.

Soliciting for Centennial Challenge dona-
tions will be done primarily through the Na-
tional Park Foundation and local friends’
groups. National Park Service employees
will be subject to the current fundraising
guidelines. The draft bill clearly states its
intent is not to expand existing authority in
this area. For large donations, the National
Park Service will enter into a written agree-
ment with a donor that lays out the terms
and conditions for how the funds will be
used.

The President has called on all Americans
to help in conserving natural resources and
improving the condition of our park facili-
ties. It is his hope and the hope of the De-
partment of the Interior that through
leveraging philanthropic, partnership, and
government investments for the benefit of
national parks and their visitors the na-
tional parks can endure for the next 100
years and beyond.

The President’s budget includes appro-
priate proposed offsets within the budget of
the Department of the Interior that, if en-
acted, are sufficient to ensure that this pro-
posal complies with Rule XXI, new clause 10,
of the House of Representatives.

The Office of Management and Budget has
advised that presentation of this proposal to
the Congress is in accord with the Presi-
dent’s program.

Sincerely,
MARY A. BOMAR,
Director, National Park Service.
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THE PROPOSED NATIONAL PARK CENTENNIAL
CHALLENGE FUND ACT SECTION-BY-SECTION
ANALYSIS

Section 1. Short Title. The first section
provides for the title of the Act, the National
Park Centennial Fund Act.

Section 2. Findings and Purpose. The sec-
ond section includes findings explaining the
need for the National Park Centennial Chal-
lenge and the Challenge Fund established
under this Act. Subsection (b) sets forth the
purpose of the Act, which is to establish a
fun in the Treasury that will include private
donations, and provide Federal funds to
match those donations, for signature
projects and programs to enhance the Na-
tional Park System as it approaches its Cen-
tennial celebration in 2016.

Section 3. Definitions. Section 3 defines
the terms used in the Act.

Secton 4. National Park Centennial Chal-
lenge Fund. This section establishes the Na-
tional Park Centennial Challenge Fund, the
Challenge Fund for short. The Challenge
Fund shall consist of amounts for signature
projects and programs transferred from the
Donations to the National Park Service ac-
count and amounts appropriated from the
general fund of the Treasury as matching
funds.

Subsection (b) provides that all amounts in
the Fund are to be available to the Secretary
of the Interior without further appropriation
and without any fiscal year limitation. This
allows the National Park Service (NPS) to
receive and match donations for signature
projects and programs that may take more
than one fiscal year to complete or that may
need a certain level of funding before they
commence. No funds from this account are
to be used for indirect administrative costs.
The expenditure of amounts in the Challenge
Fund shall follow Federal procurement and
financial laws and standards.

Section 5. Signature Projects and Pro-
grams. Subsection (a) requires the Secretary,
acting through the Director of the NPS, to
develop a list of signature projects and pro-
grams eligible for funding from the Chal-
lenge Fund. That list is to be submitted to
the President and to the Senate Committees
on Appropriations and Energy and Natural
Resources, and the House Committees on Ap-
propriations and Natural Resources. Sub-
section (b) provides that a signature project
or program is a project or program identified
by the Director of the NPS as one that will
help prepare the NPS for another century of
conservation, preservation, and enjoyment.
Signature projects and programs will be cho-
sen after listening sessions, public engage-
ment, and the input of NPS employees.

Subsection (c) authorizes the Secretary,
acting through the Director, to add projects
to the list from time-to-time as they find
necessary. It requires notification like that
required in subsection (a) for the original list
of signature projects and programs.

Section 6. Donations and Matching Funds.
Subsection (a) authorizes the Secretary to
transfer, to the Challenge Fund qualified do-
nations of cash received by the National
Park Service. This includes cash payments
to liquidate commitments made under a
valid letter of credit.

Subsection (b) appropriates up to $100 mil-
lion a year in matching funds. The amount
of matching funds made available each year
would equal the qualified cash donations re-
ceived in that year, plus the amount of dona-
tions pledged in that year under a valid ir-
revocable letter of credit. For donations
pledged under a letter of credit, a match
would be provided when the commitment is
made and not a second time when the dona-
tion is paid. If a letter of credit is with-
drawn, then the associated matching funds
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would be returned to the Treasury. Up to
$100 million in matching funds would be
available in each year beginning in fiscal
year 2008 and going through fiscal year 2017.
If all of the $100 million in matching funds is
not used in a given year, the remaining bal-
ance cannot be used to increase the amount
of matching funds in subsequent years. For
example, if only $60 million in donations or
commitments under a letter of credit are re-
ceived and are thus eligible for the same
amount of matching funds in a fiscal year,
that does not mean that matching funds
available for the next fiscal year would in-
crease to $140 million.

Subsection (c) specifies that the Secretary
may not obligate any amounts based on a
letter of credit, or amounts to match a letter
of credit pursuant to subsection (b), until the
donation promised under a letter of credit is
deposited in the Challenge Fund.

Subsection (d) makes it clear that nothing
in this Act expands the existing authority of
the NPS and its employees with regard to
fundraising. NPS employees will still be sub-
ject to Director’s Order 21, which specifically
sets out the guidelines with regard to this
matter.

Section 7. Report to Congress. This section
requires the Secretary to submit an annual
report with the President’s budget on the ad-
ministration of the Centennial Challenge.
The report is to include the current list of
signature projects and programs and a de-
scription of any funding they have received
from the Challenge Fund.

Section 8. Regulations. This section au-
thorizes the Secretary to promulgate such
regulations as may be necessary to carry out
this Act.

——————

SUBMITTED RESOLUTIONS

SENATE RESOLUTION 176—RECOG-
NIZING APRIL 30, 2007, AS “NA-
TIONAL HEALTHY SCHOOLS
DAY”

Mrs. CLINTON (for herself, Mr.
KERRY, Mr. FEINGOLD, Mr. SANDERS,
Mr. CASEY, and Mr. BAYH) submitted
the following resolution; which was re-
ferred to the Committee on the Judici-
ary:

S. REs. 176

Whereas over half of schools have problems
linked to indoor air quality;

Whereas children are more vulnerable to
environmental hazards as they breathe in
more air per pound of body weight due to
their developing systems;

Whereas children spend an average of 30 to
50 hours per week in school;

Whereas poor indoor environmental qual-
ity is associated with a wide rage of prob-
lems that include poor concentration, res-
piratory illnesses, learning difficulties, and
cancer;

Whereas research suggests that children
attending schools in poor condition score 11
percent lower on standardized tests than stu-
dents who attend schools in good condition;

Whereas an average of 1 out of every 13
school-age children has asthma, the leading
cause of school absenteeism, accounting for
approximately 14,700,000 missed school days
each year;

Whereas 17 separate studies all found posi-
tive health impacts from improved indoor
air-quality, ranging from 13.5 percent up to
87 percent improvement;

Whereas our Nation’s schools spent ap-
proximately $8,000,000,000 on energy costs in
the last school year, causing officials to
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make very difficult decisions on cutting
back much needed academic programs in ef-
forts to keep the heat and lights on;

Whereas healthy and high performance
schools designed to reduce energy and main-
tenance costs, provide cleaner air, improve
lighting, and reduce exposures to toxic sub-
stances provide a healthier and safer learn-
ing environment for children and improved
academic achievement and well-being;

Whereas Congress has demonstrated its in-
terest in this compelling issue by including
the Healthy High-Performance Schools Pro-
gram in the No Child Left Behind Act; and

Whereas our schools have the great respon-
sibility of guiding the future of our children
and Nation: Now, therefore, be it

Resolved, That the Senate recognizes April
30, 2007, as ‘‘National Healthy Schools Day’’.

Mrs. CLINTON. Mr. President, today
is National Healthy Schools Day. This
day was established to build awareness
and promote healthy school environ-
ments for our children and school per-
sonnel.

National Healthy Schools Day has
been recognized for the past 5 years
thanks to the work of the Healthy
Schools Network in New York. Many
organizations have worked together
over the years to raise awareness to
the conditions that many of our chil-
dren and teachers are subjected to on a
daily basis. The ongoing work of these
organizations is crucial in fostering the
development and wellbeing of our Na-
tion’s children.

BEach day, parents send their children
to school with the assumption that
their children will spend the day in a
safe environment. Many parents do not
realize that their children’s classrooms
could be the very thing that harms
them. Alarmingly, over half of our Na-
tion’s schools reported that they had at
least one environmental hazard. These
pollutants can have serious effects on
health, such as respiratory problems,
and can even interfere with cognitive
functioning. Furthermore, children are
more vulnerable to environmental haz-
ards as they proportionally breathe in
more air than adults.

It is not surprising then that approxi-
mately 1 out of 13 school-age children
has asthma, which is responsible for
more than 14 million missed school
days each year as the poor indoor air
quality in these schools exacerbates
the effects of asthma. However, a re-
cent study sponsored by the American
Lung Association and the American
Federation of Teachers estimates that
a shift from an unhealthy to a healthy
school would result in a 25 percent re-
duction in cases of asthma among stu-
dents.

It is imperative that we address these
problems. That is why I was the proud
sponsor of the Healthy, High-Perform-
ance Schools Program in the No Child
Left Behind Act (NCLB). By incor-
porating this legislation into NCLB,
Congress acknowledged that environ-
mental factors can be a barrier to aca-
demic success.

We must spread awareness of the
health and learning effects that result
from unhealthy schools and continue
to fight on our children’s behalf. I com-
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mend those across the nation who are
using National Healthy Schools Day to
do just that.

———————

SENATE RESOLUTION 177—DESIG-

NATING APRIL 30, 2007, AS ‘“DIA
DE LOS NINOS: CELEBRATING
YOUNG AMERICANS”, AND FOR

OTHER PURPOSES

Mr. HATCH (for himself, Mr. MAR-
TINEZ, Mr. BINGAMAN, Mr. SALAZAR, Mr.
MENENDEZ, and Mrs. BOXER) submitted
the following resolution; which was re-
ferred to the Committee on the Judici-
ary.

S. REs. 177

Whereas many nations throughout the
world, and especially within the Western
hemisphere, celebrate ‘“Dia de los Nifos”, or
“Day of the Children’’ on the 30th of April, in
recognition and celebration of their coun-
try’s future—their children;

Whereas children represent the hopes and
dreams of the people of the United States;

Whereas children are the center of Amer-
ican families;

Whereas children should be nurtured and
invested in to preserve and enhance eco-
nomic prosperity, democracy, and the Amer-
ican spirit;

Whereas Hispanics in the United States,
the youngest and fastest growing ethnic
community in the Nation, continue the tra-
dition of honoring their children on this day,
and wish to share this custom with the rest
of the Nation;

Whereas it is projected that by the year
2050, 1 in 4 Americans will be of Hispanic de-
scent, and currently approximately 12,300,000
Hispanic children live in the United States;

Whereas traditional Hispanic family life
centers largely on children;

Whereas the primary teachers of family
values, morality, and culture are parents and
family members, and we rely on children to
pass on these family values, morals, and cul-
ture to future generations;

Whereas more than 500,000 children drop
out of school each year, 138,000 of whom are
Hispanic, and these dropout rates are unac-
ceptably high;

Whereas the importance of literacy and
education are most often communicated to
children through family members;

Whereas families should be encouraged to
engage in family and community activities
that include extended and elderly family
members and encourage children to explore,
develop confidence, and pursue their dreams;

Whereas the designation of a day to honor
the children of the United States will help
affirm for the people of the United States the
significance of family, education, and com-
munity;

Whereas the designation of a day of special
recognition for the children of the United
States will provide an opportunity for chil-
dren to reflect on their future, to articulate
their dreams and aspirations, and to find
comfort and security in the support of their
family members and communities;

Whereas the National Latino Children’s In-
stitute, serving as a voice for children, has
worked with cities throughout the country
to declare April 30 as ‘‘Dia de los Nifios: Cele-
brating Young Americans’”—a day to bring
together Hispanics and other communities
nationwide to celebrate and uplift children;
and

Whereas the children of a nation are the
responsibility of all its people, and people
should be encouraged to celebrate the gifts
of children to society—their curiosity,
laughter, faith, energy, spirit, hopes, and
dreams: Now, therefore, be it
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Resolved, That the Senate—

(1) designates April 30, 2007, as ‘“Dia de los
Ninos: Celebrating Young Americans’; and

(2) calls on the people of the United States
to join with all children, families, organiza-
tions, communities, churches, cities, and
States across the United States to observe
the day with appropriate ceremonies, includ-
ing activities that—

(A) center around children, and are free or
minimal in cost so as to encourage and fa-
cilitate the participation of all our people;

(B) are positive and uplifting and that help
children express their hopes and dreams;

(C) provide opportunities for children of all
backgrounds to learn about one another’s
cultures and to share ideas;

(D) include all members of the family, es-
pecially extended and elderly family mem-
bers, so as to promote greater communica-
tion among the generations within a family,
enabling children to appreciate and benefit
from the experiences and wisdom of their el-
derly family members;

(E) provide opportunities for families with-
in a community to get acquainted; and

(F') provide children with the support they
need to develop skills and confidence, and to
find the inner strength—the will and fire of
the human spirit—to make their dreams
come true.

Mr. HATCH. Mr. President, I rise
today to introduce an important reso-
lution designating the 30th day of April
2007 as ‘“‘Dia de los Ninos: Celebrating
Young Americans.”

Nations throughout the world, and
especially within Latin America, cele-
brate Dia de los Ninos on the 30th of
April, in recognition and celebration of
their countries’ future—their children.
Many American Hispanic families con-
tinue the tradition of honoring their
children on this day by celebrating Dia
de los Nifos in their homes.

The designation of a day to honor the
children of the Nation will help us af-
firm the significance of family, edu-
cation, and community. This special
recognition of children will provide us
with an opportunity to reflect on their
futures, articulate their dreams and as-
pirations, and find comfort and secu-
rity in the support of their family
members and communities. This reso-
lution calls on the American people to
join with all children, families, organi-
zations, communities, churches, cities,
and states across the Nation to observe
the day with appropriate ceremonies
and activities. In the past years in my
state of Utah, there have been a num-
ber of events and special programs for
Dia de los Ninos in schools, libraries,
cultural centers, and even hospitals.

Joining me as original cosponsors to
this Resolution are MEL MARTINEZ,
JEFF BINGAMAN, KEN SALAZAR, ROBERT
MENENDEZ, and BARBARA BOXER.

I urge my colleagues to join us in
passing this resolution.

———

AMENDMENTS SUBMITTED AND
PROPOSED

SA 982. Mr. ALLARD submitted an amend-
ment intended to be proposed by him to the
bill S. 1082, to amend the Federal Food,
Drug, and Cosmetic Act to reauthorize and
amend the prescription drug user fee provi-
sions, and for other purposes; which was or-
dered to lie on the table.
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TEXT OF AMENDMENTS

SA 982. Mr. ALLARD submitted an
amendment intended to be proposed by
him to the bill S. 1082, to amend the
Federal Food, Drug, and Cosmetic Act
to reauthorize and amend the prescrip-
tion drug user fee provisions, and for
other purposes; which was ordered to
lie on the table; as follows:

Strike subparagraphs (D) and (E) of section
402(a.)(6).

———

NOTICES OF HEARINGS

COMMITTEE ON ENERGY AND NATURAL
RESOURCES

Mr. BINGAMAN. Mr. President, I
would like to announce for the infor-
mation of the Senate and the public
that an oversight hearing has been
scheduled before the Committee on En-
ergy and Natural Resources.

The hearing will be held on Thurs-
day, May 10, 2007, at 9:30 a.m. in room
SD-366 of the Dirksen Senate Office
Building.

The purpose of this hearing is to con-
sider the nominations of Joseph Tim-
othy Kelliher, of the District of Colum-
bia, to be a Member of the Federal En-
ergy Regulatory Commission; and R.
Lyle Laverty, of Colorado, to be Assist-
ant Secretary for Fish and Wildlife and
Parks, Department of the Interior.

Because of the limited time available
for the hearing, witnesses may testify
by invitation only. However, those
wishing to submit written testimony
for the hearing record should send two
copies of their testimony to the Com-
mittee on Energy and Natural Re-
sources, United States Senate, Wash-
ington, DC 20510-6150, or by email to
amanda  kelly@energy.senate.gov.

For further information, please con-
tact Sam Fowler at (202) 224-7571 or
Amanda Kelly at (202) 224-6836.

COMMITTEE ON SMALL BUSINESS AND
ENTREPRENEURSHIP

Mr. KERRY. I would like to inform
the Members of the Committee that
the Committee will hold a roundtable
entitled ‘“‘SBA Reauthorization: Small
Business Loan Programs,” on Wednes-
day, May 2, 2007 at 10 a.m. in room 428A
of the Russell Senate Office Building.

———

AUTHORITY FOR COMMITTEES TO
MEET

COMMITTEE ON COMMERCE, SCIENCE, AND
TRANSPORTATION

Mr. DURBIN. Mr. President, I ask
unanimous consent that the Com-
mittee on Commerce, Science, and
Transportation be authorized to hold a
hearing during the session of the Sen-
ate on Monday, April 30, 2007, at 2 p.m.,
in room 253 of the Russell Senate Office
Building. The purpose of the hearing is
to examine U.S. sanctions against Iran
and the business dealings of American
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companies, including Halliburton, with

Iran.

The PRESIDING OFFICER. Without
objection, it is so ordered.

SUBCOMNIITTEE ON OVERSIGHT OF GOVERNMENT
MANAGMENT, THE FEDERAL WORKFORCE, AND
THE DISTRICT OF COLUMBIA
Mr. DURBIN. Mr. President, I ask

unanimous consent that the Com-

mittee on Homeland Security and Gov-
ernmental Affairs’ Subcommittee on

Oversight of Government Management,

the Federal Workforce and the District

of Columbia be authorized to meet on

Monday, April 30, 2007 at 2:30 p.m. for a

Hearing entitled, The Federal Govern-

ment’s Role in Empowering Americans

to Make Informed Financial Decisions.
The PRESIDING OFFICER. Without
objection, it is so ordered.

———

PRIVILEGES OF THE FLOOR

Mr. KENNEDY. I ask unanimous con-
sent that the following members of my
staff be granted the privilege of the
floor for the remainder of the debate on
the Food and Drug Administration Re-
vitalization Act of 2007: Nicky
Bassford, David Dorsey, David Noll—
and Nancy Hardt, with Senator BINGA-
MAN.

The PRESIDING OFFICER. Without
objection, it is so ordered.

Mr. ENZI. I also request unanimous
consent, on behalf of one of my staff
members, to have the privilege of the
floor during discussion on this impor-
tant bill. That will be David
Schmickel.

The PRESIDING OFFICER. Without
objection, it is so ordered.

———

MEASURE READ THE FIRST
TIME—H.R. 1332

Mr. KENNEDY. Mr. President, I un-
derstand that H.R. 1332, has been re-
ceived from the House and is at the
desk, and I would ask for its first read-
ing.

The PRESIDING OFFICER. The
clerk will report the bill by title.

The legislative clerk read as follows:

A Dbill (H.R. 1332) to improve the access to
capital programs of the Small Business Ad-
ministration, and for other purposes.

Mr. KENNEDY. Mr. President, I now
ask for a second reading, and I object
to my own request.

The PRESIDING OFFICER. The ob-
jection is heard.

The bill will be read the second time
on the next legislative day.

———

ORDERS FOR TUESDAY, MAY 1,
2007

Mr. KENNEDY. Mr. President, I ask
unanimous consent that when the Sen-
ate completes its business today, it
stand in adjournment until 10 a.m.,
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Tuesday, May 1; that on Tuesday, fol-
lowing the prayer and pledge, the Jour-
nal of proceedings be approved to date,
the morning hour be deemed expired,
and the time for the two leaders re-
served for their use later in the day;
that there be a period of morning busi-
ness for 60 minutes, with Senators per-
mitted to speak therein for up to 10
minutes each, with the first half con-
trolled by the Republicans and the
final portion under the control of the
majority; that at the close of morning
business, the Senate then resume con-
sideration of S. 1082; that the Senate
stand in recess from 12:30 p.m. to 2:15
p.m., for the regularly scheduled con-
ference periods.

The PRESIDING OFFICER. Without
objection, it is so ordered.

————

ADJOURNMENT UNTIL 10 A.M.
TOMORROW

Mr. KENNEDY. If there is no further
business today, I now ask unanimous
consent that the Senate stand in ad-
journment under the previous order.

There being no objection, the Senate,
at 6:08 p.m., adjourned until Tuesday,
May 1, 2007, at 10 a.m.

———

NOMINATIONS

Executive nominations received by
the Senate April 30, 2007:
NUCLEAR REGULATORY COMMISSION

KRISTINE L. SVINICKI, OF VIRGINIA, TO BE A MEMBER
OF THE NUCLEAR REGULATORY COMMISSION FOR THE
TERM OF FIVE YEARS EXPIRING JUNE 30, 2012, VICE JEF-
FREY S. MERRIFIELD, TERM EXPIRING.

DEPARTMENT OF STATE

MAURICE S. PARKER, OF CALIFORNIA, A CAREER MEM-
BER OF THE SENIOR FOREIGN SERVICE, CLASS OF MIN-
ISTER-COUNSELOR, TO BE AMBASSADOR EXTRAOR-
DINARY AND PLENIPOTENTIARY OF THE UNITED STATES
OF AMERICA TO THE KINGDOM OF SWAZILAND.

JUNE CARTER PERRY, OF THE DISTRICT OF COLUMBIA,
A CAREER MEMBER OF THE SENIOR FOREIGN SERVICE,
CLASS OF MINISTER-COUNSELOR, TO BE AMBASSADOR
EXTRAORDINARY AND PLENIPOTENTIARY OF THE
UNITED STATES OF AMERICA TO THE REPUBLIC OF SI-
ERRA LEONE.

DEPARTMENT OF JUSTICE

JAMES RUSSELL DEDRICK, OF TENNESSEE, TO BE
UNITED STATES ATTORNEY FOR THE EASTERN DISTRICT
OF TENNESSEE FOR THE TERM OF FOUR YEARS, VICE
HARRY SANDLIN MATTICE, JR., RESIGNED.

ESTEBAN SOTO III, OF MARYLAND, TO BE UNITED
STATES MARSHAL FOR THE DISTRICT OF PUERTO RICO
FOR THE TERM OF FOUR YEARS, VICE HERMAN
WIRSHING RODRIQUEZ, TERM EXPIRED.

JOE W. STECHER, OF NEBRASKA, TO BE UNITED STATES
ATTORNEY FOR THE DISTRICT OF NEBRASKA FOR THE
TERM OF FOUR YEARS, VICE MICHAEL G. HEAVICAN,
TERM EXPIRED.

IN THE AIR FORCE

THE FOLLOWING NAMED OFFICER FOR APPOINTMENT
IN THE UNITED STATES AIR FORCE TO THE GRADE INDI-
CATED WHILE ASSIGNED TO A POSITION OF IMPORTANCE
AND RESPONSIBILITY UNDER TITLE 10, U.S.C., SECTION
601:

To be lieutenant general

MAJ. GEN. DANIEL J. DARNELL, 0000

THE FOLLOWING NAMED OFFICER FOR APPOINTMENT
IN THE UNITED STATES AIR FORCE TO THE GRADE INDI-
CATED WHILE ASSIGNED TO A POSITION OF IMPORTANCE
AND RESPONSIBILITY UNDER TITLE 10, U.S.C., SECTION
601:

To be general
LT. GEN. CARROL H. CHANDLER, 0000
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