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a Presidential election year, we con-
tinue to confirm consensus district
judge nominees. We have now con-
firmed 151 nominees of this President
to the district and circuit courts. We
also have confirmed two Supreme
Court nominees during President
Obama’s term.

I have heard some Members repeat-
edly ask the question, ‘“What is dif-
ferent about this President that he has
to be treated differently than all these
other Presidents?”” I won’t speculate as
to any inference that might be in-
tended by that question, but I can tell
you that this President is not being
treated differently than previous Presi-
dents. By any objective measure, this
President has been treated fairly and
consistent with past Senate practices.

For example, with regard to the num-
ber of confirmations, let me put that in
perspective for my colleagues with an
apples-to-apples comparison. The last
time the Senate confirmed two Su-
preme Court nominees was during
President Bush’s second term. And dur-
ing President Bush’s entire second
term the Senate confirmed a total of
only 119 district and circuit court
nominees. With Ms. Rosenbaum’s con-
firmation today, we will have con-
firmed 32 more district and circuit
nominees for President Obama than we
did for President Bush in similar cir-
cumstances.

During the last Presidential election
year, 2008, the Senate confirmed a total
of 28 judges—24 district and 4 circuit.
Today, we will exceed that number, as
well. We have already confirmed 5 Cir-
cuit nominees, and this will be the 24th
district judge confirmed this year.
Those who say this President is being
treated differently either fail to recog-
nize history or want to ignore the
facts.

After graduating from the University
of Miami School of Law in 1991, Judge
Rosenbaum worked as a trial attorney
for the Federal Programs Branch of the
Department of Justice. Her practice in-
volved defending the constitutionality
of Federal statutes and agency pro-
grams. In September 1995, she joined
the Independent Counsel Office’s inves-
tigation of former U.S. Secretary of
Commerce Ronald Brown. She served
as staff counsel, participating in the
criminal investigation and providing
advice to other team members. Upon
closure of the investigation, Judge
Rosenbaum joined the law firm of Hol-
land & Knight LLP as an associate.
While there, from 1996 to 1997, she
worked on a variety of civil matters,
including Federal employment law.
Judge Rosenbaum then accepted a posi-
tion as a law clerk for Judge Stanley
Marcus on the U.S. Circuit Court of
Appeals for the Eleventh Circuit, where
she worked from January to October
1998.

After her clerkship, Judge Rosen-
baum became an assistant U.S. attor-
ney. She specialized in criminal pros-
ecutions such as securities fraud, bank
fraud, identity theft, tax fraud, tele-
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marketing fraud, health care fraud,
internet fraud, and computer crimes.
In 2002, she became the chief of the
Economic Crimes Section for the Cen-
tral Division, Fort Lauderdale, which
gave her supervisory responsibilities
over 8 to 10 other assistant U.S. attor-
neys. She held that title until her ap-
pointment as a magistrate judge in
2007.

In 2007, the U.S. district judges for
the Southern District of Florida ap-
pointed Judge Rosenbaum to be a U.S.
magistrate judge. As magistrate judge
in the District of Southern District of
Florida, she manages all aspects of the
pretrial process in civil and criminal
cases: conducting evidentiary hearings,
ruling on nondispositive motions, mak-
ing reports and recommendations re-
garding dispositive motions, and
issuing criminal complaints, search
warrants, and arrest warrants.

The ABA Standing Committee on the
Federal Judiciary unanimously rated
Judge Rosenbaum as ‘“‘well qualified.”

Mr. NELSON of Florida. Mr. Presi-
dent, our Nation faces an alarming ju-
dicial vacancy rate. I am grateful that
today we will be voting to confirm U.S.
Magistrate Judge Robin Rosenbaum to
fill a judicial emergency in the South-
ern District of Florida for a Federal
district judgeship. She earned her un-
dergraduate degree at Cornell, her law
degree from Miami. She began her
legal career in the U.S. Attorney Gen-
eral’s Honors Program where she
worked as a trial attorney in the Fed-
eral Programs Branch of the Civil Divi-
sion. She has worked in private prac-
tice at Holland & Knight and as a law
clerk to Judge Stanley Marcus, U.S.
Circuit Court Judge for the 11th Cir-
cuit Court of Appeals, and she has
worked as an Assistant U.S. Attorney
down in the Southern District of Flor-
ida.

Our State has a great tradition of bi-
partisan support for our Federal judi-
cial nominees going back a couple of
decades. Of course, through this judi-
cial nominating commission, she has
come forth with their stamp of ap-
proval. The two Senators from Florida
agree. I am happy to recommend her to
the Senate.

I ask for the yeas and nays.

The PRESIDING OFFICER. Is there a
sufficient second?

There is a sufficient second.

The question is, Will the Senate ad-
vise and consent to the nomination of
Robin S. Rosenbaum, of Florida, to be
U.S. District Judge for the Southern
District of Florida.

The clerk will call the roll.

The assistant bill clerk called the
roll.

Mr. DURBIN. I announce that the
Senator from West Virginia (Mr.
ROCKEFELLER), the Senator from Colo-
rado (Mr. UDALL), and the Senator
from Virginia (Mr. WEBB) are nec-
essarily absent.

Mr. KYL. The following Senators are
necessarily absent: the Senator from
Utah (Mr. HATCH) and the Senator from
Illinois (Mr. KIRK).
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The PRESIDING OFFICER. Are there
any other Senators in the Chamber de-
siring to vote?

The result was announced—yeas 92,
nays 3, as follows:

[Rollcall Vote No. 167 Ex.]

YEAS—92
Akaka Feinstein Merkley
Alexander Franken Mikulski
Ayotte Gillibrand Moran
Barrasso Graham Murkowski
Baucus Grassley Murray
Begich Hagan Nelson (NE)
Bgnnet Harkin Nelson (FL)
Bingaman Heller Portman
Blumenthal Hoever} Pryor
Blunt Hutchison Reed
Boozman Inhofe Reid
Boxer Inouye Risch
Brown (MA) Isakson Roberts
Brown (OH) Johanns Rubio
Burr Johnson (SD)
Cantwell Johnson (WI) Sanders
Cardin Kerry Schulmer
Carper Klobuchar Sessions
Casey Kohl Shaheen
Chambliss Kyl Shelby
Coats Landrieu Snowe
Coburn Lautenberg Stabenow
Cochran Leahy Tester
Collins Levin Thune
Conrad Lieberman Toomey
Coons Lugar Udall (NM)
Corker Manchin Vitter
Cornyn McCain Warner
Crapo McCaskill Whitehouse
Durbin McConnell Wicker
Enzi Menendez Wyden

NAYS—3
DeMint Lee Paul

NOT VOTING—5

Hatch Rockefeller Webb
Kirk Udall (CO)

The nomination was confirmed.

The PRESIDING OFFICER. Under
the previous order, the motion to re-
consider is considered made and laid
upon the table, and the President will
be duly notified of the Senate’s action.

——
LEGISLATIVE SESSION

The PRESIDING OFFICER. The Sen-
ate shall resume legislative session.

———
RECESS

The PRESIDING OFFICER. Under
the previous order, the Senate stands
in recess until 2:15 p.m.

Thereupon, at 12:30 p.m., the Senate
recessed until 2:15 p.m. and reassem-
bled when called to order by the Pre-
siding Officer (Mr. WEBB).

——————

FOOD AND DRUG ADMINISTRATION
SAFETY AND INNOVATION ACT
OF 2012—Continued

The PRESIDING OFFICER. For the
information of the Senate, cloture hav-
ing been invoked on the motion to con-
cur in the House amendment to S. 3187
yesterday, the motion to refer fell,
being inconsistent with cloture.

Under the previous order, there will
be 6 hours 15 minutes of debate, with 2
hours controlled by the Senator from
Iowa, Mr. HARKIN; 4 hours controlled
by the Senator from North Carolina,
Mr. BURR; and 15 minutes controlled by
the Senator from Kentucky, Mr. PAUL.

The Senator from Iowa.
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Mr. HARKIN. Mr. President, again,
we are on the Food and Drug Adminis-
tration Safety and Innovation Act of
2012. As the chair just said, we have 6
hours 15 minutes of debate time. I am
hopeful we don’t utilize it all and that
we can vote on this sometime later this
afternoon.

We just considered this bill in the
Senate a few weeks ago and passed it 96
to 1. Following the conference with the
House, the House passed the bill unani-
mously last week. Today I trust that
we will finish the job.

I am genuinely proud of this legisla-
tion. It will ensure that the FDA has
the resources to speed market access to
drugs and devices while continuing to
ensure patient safety. For the first
time, it will make new resources avail-
able to allow the FDA to clear its
backlog of applications for generic
drugs, which will help ensure that pa-
tients have access to less expensive
medications. It will make sure the
FDA has the funds to prevent there
ever being a backlog in applications for
biosimilars. These resources are vital
to FDA’s ability to do its job, to the
medical products industry’s ability to
make these products and, most impor-
tantly, to patients who need both ac-
cess to drugs and devices, and assur-
ances that they are indeed safe.

This legislation has benefited from
input from a diverse range of inter-
ested parties, Senators on both sides of
the aisle, our colleagues in the House,
industry stakeholders, consumer
groups, and patient groups.

Over 1 year ago the parties started
bringing policy ideas to the table. We
worked together in bipartisan working
groups to reach consensus on these pol-
icy measures. Where we could not
achieve consensus, we didn’t allow
those differences to distract us from
the critically important goal of pro-
ducing a bill that could be broadly sup-
ported. As a result of this bipartisan
process, we have a bill that advances
our shared goals of patient safety, pa-
tient access, a well-functioning FDA,
and strong and viable American busi-
nesses. We streamlined the device ap-
proval process while also enhancing pa-
tient protections. We modernized
FDA’s authority to ensure that drugs
and drug ingredients coming to the
United States from overseas are safe
and to ensure that our domestic com-
panies compete on a level field with
foreign ones. We addressed the critical
problem of drug shortages. We helped
spur innovation and incentivized drug
development for life-threatening condi-
tions. We reauthorized and improved
the incentives for studying drugs in
children.

Finally, we increased accountability
and transparency at FDA. So the bill
strikes a balance. It will help keep our
regulatory system in pace to adapt to
technological and scientific advances.
It will create the conditions to foster
innovative advances in medical tech-
nologies. Again, it will do all of this
without losing sight of the most impor-
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tant function of the FDA—ensuring pa-
tient safety.

So it has been a long road leading up
to this moment. We have been working
on this bill for well over 1 year and 3 or
4 months with the help of Senators on
and off the committee.

Again, I thank my colleague, the
ranking member of the Health Com-
mittee, Senator ENzI, for all of his dili-
gent and hard work and that of his
staff for helping to bring all the dif-
ferent parties together and making
sure we had a consensus bill that re-
sponded to all of those inputs.

So we have had a great collaboration.
I think we have an excellent bill.
Again, I am hopeful we can have our
comments and discussions this after-
noon, but I urge all my colleagues to
vote today to pass the FDA Safety and
Innovation Act. It is critically impor-
tant to the agency, the industry, and
to the patients we get this done. This
will be the final step.

As I said, the House passed it unani-
mously. If we pass it today, it can go to
the President for his signature as soon
as we pass it this afternoon.

Mr. President, I yield such time as he
may consume to my good friend and
colleague and ranking member, Sen-
ator ENZI.

The PRESIDING OFFICER. The Sen-
ator from Wyoming.

Mr. ENZI. Mr. President, I thank the
chairman of the committee. I thank
him for his kind words, but I also
thank him for his leadership on this
issue. We have had a great teamwork
effort both between the Senators and
between the staff. This isn’t something
that just came together a couple of
weeks ago. This is something that has
been worked on for about 1% years,
with pretty constant meetings on Fri-
days of all of the interested groups and
then stakeholders. It takes a tremen-
dous amount of work to put something
like this together and have it be in a
bipartisan way like this. It is largely
because it came to committee.

In committee we took a look at all of
the amendments that were suggested,
we got the people together who had
very similar amendments, and they
usually were able to work out some-
thing to satisfy everybody in that in-
stance, and we came up with a bill. As
Senator HARKIN mentioned, it passed 96
to 1. Anytime we get something to
pass, it is kind of a landmark success.
But when we get something that bipar-
tisan, it is even more landmark.

We have been trying to get this bill
wrapped up before the Supreme Court
decision came out on health care. The
reason we have been trying to do that
is, who knows what it is going to say or
what kind of ideas people will come up
with when that happens. This is a
group of 100 idea generators, so we
wanted this cleared up by that time.
We are on a path to get that done right
now and a path that will keep the peo-
ple employed who are taking a look at
new drugs and devices and generics and
biosimilars and continue to get those
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on the market so people will have the
latest innovations.

One of the things we included in the
bill was some use of foreign clinical
trials if they were approved by the
FDA, and that should even speed up the
process. Of course, when we went to
conference there were a lot of things
people wanted to have that they
brought up as amendments. It is very
critical in the bill, and we get some of
them and we don’t get others.

I know Senator ALEXANDER played a
huge role; he had seven items in the
bill and we got six of them. Senator
BURR had 12 items in the bill, and we
got 11 of them. I have to mention, of
course, that the one we did not get is a
particularly important but particu-
larly difficult issue that is going to
take more time to get worked out. It is
one that deals with drug distribution
security, and that is something we can-
not avoid. We have to do it. But it is
going to take longer to work that out.
It deserves some extra time and some
more understanding on both sides of
the aisle on that one and in a number
of different States. It doesn’t just in-
volve the Senate; it doesn’t just in-
volve the drug companies; it also in-
volves the whole chain that these
things have to go through, including
the local pharmacist whom we don’t
want to overload with work, and the
people who have to transport these
drugs whom we don’t want to overload
with work or make it extremely com-
plicated when they cross different
State lines and have to do different
kinds of reporting.

Senator ISAKSON had four amend-
ments, and we were able to get three of
them. Senator PAUL had two, and we
got one. Senator HATCH had six, and he
got all of them. Senator McCCAIN had
two, and we got one. Senator ROBERTS
had two, and we got both of those. Sen-
ator MURKOWSKI had two, and we got
both of those. Senator KIRK had two,
and we got one of those. Senator
GRASSLEY had two, and we got one of
those. Senator PORTMAN had two, and
we got both of those. And Senator
COBURN had two, and we got one of
those. Senator CORKER had two, and we
got both of those.

So there are a lot of things we did on
the Senate side that became possible
on the House side. There are a number
of things they did on the House side
that we couldn’t agree with on this
side either. But we did reach agree-
ment—and we reached it in pretty
much record time. We now have a bill
that can go ahead and be passed and go
to the President for signature to assure
that the level of safety we have in our
drugs not only continues but improves,
and drugs can get on the market faster
than they had before by streamlining
the process and also making sure there
are better foreign inspections so the in-
gredients that go into the drugs don’t
cause problems.

So this legislation reauthorizes the
Food and Drug Administration’s user
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fee program, and it ensures that Amer-
icans get better access to safe innova-
tive medicines and medical devices. It
will make significant changes. It will
improve the FDA’s review and approval
of new drugs and devices.

Unfortunately, FDA’s current proc-
ess for reviewing and approving med-
ical devices too often creates delay and
unpredictability. This in turn threat-
ens patient access to the best possible
treatments for their conditions. In
some cases, this has forced American
patients to travel overseas to obtain
access to lifesaving new devices that
FDA has not approved in the United
States.

The bill goes a long way toward solv-
ing these problems and makes the most
significant changes to the law of gov-
erning FDA’s review of devices in dec-
ades.

This bill will speed the approval of
devices by reducing the redtape associ-
ated with the ‘‘least burdensome”
standard that FDA uses to approve
such devices. The bill will also make it
easier for FDA to approve devices for
patients with rare diseases who might
not otherwise be able to have their
conditions treated most effectively. It
will also enable FDA to expedite safety
determinations, to resolve appeals, and
to improve their postapproval surveil-
lance activities to detect problems as
they occur. It is not good enough to get
them approved, we also want them
watched after they are approved, and
this will do it.

The bill also contains important re-
forms to foster drug innovation and pa-
tient access to new therapies. It mod-
ernizes the accelerated approval path-
way for drugs to reflect advances in
science over the past 20 years. It for-
malizes a new process to expedite the
development and approval of break-
through therapies. These changes are
particularly important for patients
with rare diseases where there are no
therapies available, and it is not fea-
sible or ethical to require large conven-
tional clinical trials.

Nobody wants to be the one who is a
test case when there might be some-
thing that would work for them, and
there aren’t the sizes of the popu-
lations to do the conventional clinical
trial anyway. The patient community
strongly supports these improvements
because these will save lives.

The bill also contains important re-
forms that will help mitigate the prob-
lems associated with drug shortages. It
will require better coordination within
FDA as well as the other Federal agen-
cies such as the DEA. It will also allow
FDA to move faster, to take actions,
and to address shortages through expe-
dited reviews and approvals.

The bill also makes important
changes to how FDA uses Risk Evalua-
tion and Mitigation Strategies, REMS.
REMS play a critical role in protecting
patients and public health and this bill
includes a provision that clarifies the
process for modifying REMS—espe-
cially with regard to minor modifica-
tions.
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The provision in the bill being passed
today does not change Congress’ expec-
tation that a non-minor modification
will generally be based on the best
available science including an assess-
ment demonstrating that the modifica-
tion is necessary or appropriate. Nor
does the clarification indicate that a
modification should be approved if it
would reduce the REMS’ effectiveness
in addressing the drug’s known risks.

The bill follows what I call the 80
percent rule. When we focus on 80 per-
cent of the issues on which we can
reach agreement rather than focusing
exclusively on the parts and the issues
we can never resolve, we can achieve
amazing results. Over 1 year ago staff
began to work on identifying the 80
percent. A group of staff from Repub-
lican and Democratic offices on the
Health, Education, Labor, and Pen-
sions Committee began a series of
standing meetings and proceeded to
meet every week for several months.
They met with stakeholders and dis-
cussed policy solutions that each mem-
ber thought would solve the problem.

After much discussion of the bene-
fits, costs, and possible unintended
consequences, members agreed on a list
of policy concepts. If there was not a
consensus on a particular policy, it
wasn’t included. This is the 80 percent
rural in action.

As this process has progressed, my
staff also met with the Republican
staff on the Health Committee for at
least 2 hours every week to keep them
informed and to seek their input. I also
personally met with the members of
the committee before markup to en-
sure I understood their priorities.

This bill reflects the work of every
member of the Health, Education,
Labor, and Pensions Committee. All of
them have at least one provision in-
cluded in this legislation. Many mem-
bers of the committee worked with us
to find consensus measures that ad-
dressed their priorities as well.

As I mentioned, not everyone got ev-
erything they wanted. We did, however,
find the 80 percent of each solution
that we could all agree would help
solve the problem, and the bill passed
the committee by a voice vote. This
legislation could be a model for how
the process can and should work re-
gardless of the political environment.
We followed this model as we
transitioned from the committee proc-
ess to the Senate floor. We worked
with members who filed amendments
in committee to address some of the
concerns in the manager’s amendment.
We also worked with Members who
filed amendments on the Senate floor.

We did the same thing in our discus-
sions with the House. You can see that
the results are very positive. We pre-
served and we improved policies to fos-
ter drug innovation and patient access,
and to promote accountability and
transparency at the FDA. We also
made significant improvements to the
Senate’s medical device reforms for
startup and emerging growth compa-
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nies, and with respect to the 510(k)
process.

We thank Senator HARKIN for his
tireless effort on this bill. I know he
spent countless hours and attended
dozens of meetings, working with Sen-
ators and stakeholders and advocates
to address their concerns. This bill
would not have had such broad bipar-
tisan support without all of his work.

Senator HARKIN’s staff has also
worked tirelessly on this bipartisan
bill. Their knowledge, professionalism,
their graciousness were instrumental
in addressing all of the issues in this
bill. They worked many late evenings,
they worked through weekends, they
worked through countless working
group discussions to be able to get the
bill where it is today.

Specifically, I want to recognize Eliz-
abeth Jungman, Bill McConagha, Kath-
leen Laird, and Kate Wise for all their
work. I thank Pam Smith, Senator
HARKIN’s staff director, for her leader-
ship getting this bill to the finish line.
I especially want to recognize Jenelle
Krishnamoorthy, whose organization
and diplomatic skills helped us resolve
the most difficult challenges and made
sure that the priorities of all the mem-
bers of the committee are reflected in
the bill.

I also wish to thank the staffs of the
Legislative Counsel, the Congressional
Budget Office, and the Federal Drug
Administration for all of their tech-
nical assistance. Again, there are peo-
ple in those groups who had to work
through the weekends when we were
finishing up.

Finally I would thank my staff—
Keith Flanagan, Melissa Pfaff, Grace
Stuntz, Katy Spangler, Rob Walton,
and my health policy director, Chuck
Clapton.

I would be really remiss if I didn’t
thank my staff director Frank
Macchiarola for his work on this bill,
especially as the bill progressed
through the HELP Committee, the
Senate floor, and discussions with the
House. My staff has been working
around the clock for many days, for
weeks, and for months. I sincerely ap-
preciate their dedication to getting
this bill passed and for helping to work
with the 80-percent rule.

I urge my colleagues to support this
bipartisan bill that makes important
changes to the FDA and I ask them to
support this process that expedites get-
ting the conference done. We will have
a real and meaningful impact on mil-
lions of American patients.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from North Carolina.

Mr. BURR. Mr. President, I wish to
start off by thanking the chair and the
ranking member for the great work
they have accomplished with what has
always been a very delicate piece of
legislation. Their staffs have been tire-
less on both sides, trying to work out
differences, and we would not be here
today if it were not for their commit-
ment to this legislation.
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Let me say to the chair and the rank-
ing member, I plan to go on for some
time. If T were you, I would take the
opportunity to leave for a while be-
cause I will go for an hour or two or
maybe three. And it is not all going to
pertain specifically to this legislation,
but I have a lot to say because I have
heard some of the opening statements.
I have heard statements such as ‘‘our
goal is to finish before the Supreme
Court.” I have a question: Why? Why a
crucial piece of legislation that affects
s0 many Americans and so many pa-
tients around the world—why did it
have to be done before the Supreme
Court? I am not sure anybody can give
an answer, but somebody started that
as a goal and it sort of was adopted.

I heard the legislation was accom-
plished at record speed. I don’t see that
as something to herald. Speed is indic-
ative of something that we rushed our
way through. I know on behalf of the
chairman’s staff and the ranking mem-
ber’s staff, they have been working on
this for a long time. So has my staff.
But from a standpoint of when we
marked up the legislation and came to
the floor—how fast we went to the
floor—we did it because there was an
understanding that we were going to
try to hold the Senate product to-
gether.

I don’t want to take issue with the
numbers. I had two amendments that
were dropped in conference so I am not
sure how I had 12 and got 11 but, re-
gardless, the question we are here to
answer, the purpose of this legislation,
is that this is supposed to drive innova-
tion in America and bring lifesaving
drugs, devices, and biologics to pa-
tients—here in America first, but
around the country, around the world.
That is the goal behind this legislation.

I have to take issue with my ranking
member. I don’t think the 80-percent
rule applies to health care. I can’t look
at a patient and say: If we can get 80
percent of the right policy, I am going
to feel good. If I am in the 20 percent
that is left out, I am going to be really
pissed off.

One of the reasons our health care
costs are so high today is that we have
been able to innovate as a country to
where we maintain disease extremely
well. But we are right on the cusp of
being able to cure things such as breast
cancer and diabetes. It is not going to
be cheap. It is not going to be fast. You
are not going to find it in the 80-per-
cent category. You are going to find it
in the 20-percent category. It is going
to take a while. It is going to take peo-
ple investing capital and companies
that are committed to their share-
holders that they are not going to have
the returns because they are invested
in something important and that is the
long-term future of our country and
our country’s health.

That is what I see in a b-year PDUFA
bill. This is not a 1-year reauthoriza-
tion of something. Granted, this is not
a piece of legislation that this com-
mittee drafted from scratch. It is im-
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portant that everybody understands
that for this legislation, in the negotia-
tions between drugs, devices, biologics,
generics industry with the Federal
Drug Administration, there is not a
Member of Congress and no staff of
Congress in the room as they negotiate
what fees they are going to pay to the
FDA to actually process their applica-
tions. So the focus of this committee
was to look at what happened in the
negotiations and try to figure out how
could we make this bill better—how
could we assure ourselves there was a
level of transparency we could under-
stand, that the negotiations they had
entered into in fact benefited American
patients.

If this doesn’t benefit the health care
costs and the health care of Americans,
then we have missed the mark. The
whole objective is to put America in a
better position after the passage of this
bill.

I will be boring because some of what
I am going to talk about a lot of people
in this institution know. But I am not
sure the American people understand
the background that is here. The Fed-
eral Drug Administration is respon-
sible for assuring the safety and effi-
cacy and the security of human and
animal medical products. One element
of FDA’s statutory mission is to pro-
mote the public health and the FDA
accomplishes this mission in part by
timely—timely—approving lifesaving,
life-enhancing innovations that make
medicine safer, more effective and in
many cases more affordable.

FDA’s broad regulatory authority
crosses a range of products and has re-
sulted in the agency overseeing prod-
ucts that amount to 25 cents of every
dollar of the U.S. economy. Let me say
that again. The FDA regulation ex-
tends to 25 cents of every dollar spent
in the U.S. economy. Therefore, the
FDA’s review and decision process not
only impacts our Nation’s patients and
innovators, their work has a signifi-
cant impact on many sectors of our Na-
tion’s economy. As consumers and pa-
tients, the American people have seri-
ous interests in assuring that the FDA
is accountable, transparent, efficient,
and making sound decisions in as time-
ly a fashion as possible.

You see, that is why I am on the floor
today. If the goal is to have trans-
parent, efficient, sound decisions in a
timely fashion, you don’t rush through
it. You make sure that there is a ma-
trix in place—not one that was de-
signed by the agency and not one that
was designed by the industry, but one
that is designed by the body that is re-
sponsible to do oversight over Federal
agencies, the Congress of the United
States, the HELP Committee. It is our
job. That is why concerns about timeli-
ness and predictability of FDA’s regu-
latory process must be taken seriously
and they must be addressed.

Unfortunately, too often Congress is
guilty of not paying close enough at-
tention to how well things are working
or not working at the FDA on behalf of
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the patients, the very people for whom
the most is at stake. Every 5 years,
drug and device industries negotiate
their user fees that are then sent to
Congress with the expectation that we
will quickly act upon them to ensure
the continuity of the agency. Let me
assure you, this year is no exception.
They dropped these agreements on
Congress’s lap and said: Would you pass
these as quickly as you can with no
changes? And to their credit, the chair
and the ranking member said: No, Con-
gress has a role to play. And staff has
had tremendous input into what the
final product was.

Unfortunately, rushing the bills
through the House and the Senate has
resulted in bipartisan track-and-trace
provisions not being included in the
bill we have before us today. As the
ranking member said, I am very dis-
appointed that these important bipar-
tisan provisions were sacrificed as the
expense to attain speed. I understand
the difficulty of the lift. I acknowledge
that to my colleagues and to their
staff. But I also question how hard we
tried, on an issue that we knew going
in was tough. There is no such thing as
spending too much time when it comes
to getting something as important as
drug distribution security right.

I assure all my colleagues that my
friend from Colorado, Senator BENNET,
and I will continue to work together to
get these important provisions done. I
might add, I have had the commitment
from the chair and the ranking mem-
ber to work with us on other legisla-
tion to try to address this.

But let me say today, it will not be
any easier than it is right now. It may
be tougher then because this was a ve-
hicle that had to go, therefore people
would have swallowed a lot more that
is in this bill.

As my colleagues know, FDA and in-
dustry tell us not to make any changes
because it would ‘‘open up the agree-
ment.” Think about that. The industry
and the FDA told Congress don’t put
anything else in here because we would
consider that as opening up our agree-
ment.

When did Congress become so irrele-
vant that a Federal agency would sug-
gest that we not get involved? Yet it
requires our passage for this to go in
statute.

I have explained before, Congress is
told to tiptoe around the agreements
and we focus our efforts on the belt-
and-suspenders policies to complement
the agreement. This does not make for
the most consistent and deliberative
process in considering how Congress
can work with FDA and industry to
strengthen and improve FDA’s drug
and device work on behalf of our Na-
tion’s patients, but this is the process
Members have to work within, which is
why it is so important to assure that
the right policy riders, including trans-
parency and accountability, are in-
cluded in the final package.

One thing that has been made quite
clear over the past few years is the im-
portance of FDA reporting on the right
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matrix. I can predict with some con-
fidence, since this is a 5-year bill, we
will be here 5 years from now and hope-
fully there will be at least one Member
of the Senate who steps up and says:
How did the FDA hold up against what
they said they were going to do in the
agreements?

That is at the heart of transparency
and accountability. If we do not have a
matrix established that everyone un-
derstands here is where we are and here
is where we promised we would get to,
then how in the world 5 years from now
do we measure this? How do you know
then that if you raise the user fees,
that it is justified, that the beneficiary
of it is the American patient? I am
going to say that is candidly obvious to
everybody listening. When drug compa-
nies, device companies, biologic compa-
nies, generic companies pay more
money to get their application ap-
proved, who pays for it? The con-
sumers. The people who buy the drugs,
use the devices, and buy the generics.
This is the first time we have ever had
a user fee for generic pharmaceuticals.
Generics were called that because
generics were created after the patent
life expired so we could bring low-cost
products to the market.

What are we doing? We are creating
generic user fees which will raise the
generic price for the American people.
It may alter the fact whether it is
cheaper for a person to pay for their
generic prescription or whether it is
cheaper to have their copayment do it
on their insurance card. That is the re-
ality of what we are dealing with. I am
not suggesting it is bad, but why would
we rush through it without under-
standing what the impact is? That is
where we are today.

Reporting only on the negotiated
user fees performance goals agreed to
by the industry and the FDA has not
provided a complete picture of how
well the FDA is working to fulfill its
mission on behalf of patients. The bot-
tom line is what gets measured gets
done. So it has to be measured.

In the Wall Street Journal op-ed ear-
lier this year, former FDA Commis-
sioner Andy von HEschenbach high-
lighted what is at stake if Congress
does not get the user fee reauthoriza-
tion package right and fix the under-
lying problems at the FDA. He writes:

The stakes couldn’t be higher for our
health. The U.S. biomedical industry is one
of the crown jewels of the American econ-
omy. It employs about 1.2 million people di-
rectly and over five million throughout its
supply chain, with a total output of $519 bil-
lion in 2009 . . . Many of the firms are among
the world’s most innovative: From 2001 to
2010, the Milken Institute report shows, U.S.-
based companies produced nearly 60% of the
world’s new medicines, up from 42% the pre-
vious decade.

But U.S. firms won’t continue to lead un-
less the FDA retains its role as the world’s
‘“‘gold standard’” for evaluating new medical
products.

Many people establish the gold stand-
ard as being the hurdle they have to
pass in order to be approved. The gold
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standard is also how difficult the proc-
ess is that they have to go through,
and will the capital be there to finance
the research and development so ap-
proval is something they see as a light
at the end of the tunnel. These all have
to be weighed in the policies they put
in place, and I will say we have come
up somewhat short.

Last year the National Venture Cap-
ital Association released a report that
underscores America’s risk of losing its
standing as the world leader in medical
innovation. Their survey clearly
showed that the FDA’s regulatory
challenges, the lack of regulatory cer-
tainty, the day-to-day unpredict-
ability, and unnecessary delays are sti-
fling investment in the development of
lifesaving drugs and devices. Instead of
deterring investment and innovation in
lifesaving treatments such as cardio-
vascular disease, diabetes, and cancer,
we should accelerate it. Instead of de-
terring that capital to come in, we
should be finding policies to accelerate
that capital to chase cures in heart dis-
ease, diabetes and cancer and work
with America’s innovators on behalf of
patients who are depending on the next
breakthrough drug or device.

Our Nation’s health care system is
unsustainable. We all agree we must
lower health care costs in America.
Predictable regulatory pathways that
facilitate innovative medical products
that reach patients in as timely a man-
ner as possible is key for lowering our
health care costs. This survey is an-
other serious call for the need to re-
store regulatory certainty and predict-
ability at the FDA.

As we comb through this bill, we see
the two amendments that were voted
and accepted in the Senate markup of
the bill were dropped and discarded be-
cause somebody was too concerned
with requiring too many reports. There
is a reason we get granular with what
we put in legislation and, more impor-
tant, what we require an agency to
produce. Predictable regulatory path-
ways that facilitate innovative medical
products reaching patients in a timely
manner will lower our health care
costs.

It is clear the FDA’s global leader-

ship in innovation is at risk. A 2011 re-
port by the California Healthcare Insti-
tute and the Boston Consulting Group
highlighted this point. The report
found that in recent years the environ-
ment for medical innovation has dete-
riorated and the most critical factor
has been the FDA, the Food and Drug
Administration. Let me repeat that.
The report found the environment for
medical innovation has deteriorated
and the most critical factor has been
the Food and Drug Administration.
The report states:
. . . for the Agency’s policies and activities
exemplify President Obama’s critique of a
regulatory system whose ‘‘rules have gotten
out of balance, placing unreasonable burdens
on business—burdens that have stifled inno-
vation and have had a chilling effect on
growth and jobs.”’

Now, all of a sudden, we are talking
about a piece of legislation we have
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rushed through the process because we
wanted to beat the Supreme Court de-
cision on Thursday. We did it at an ac-
celerated pace, faster than we have
ever done through the Senate, and we
realize this legislation affects the econ-
omy and jobs. It is not just about
health care. It is not just about pa-
tients. It is about jobs.

Dr. David Gollaher, president and
CEO of the California Healthcare Insti-
tute, raises a clear alarm in his report
we should all heed. He concludes:

The result of uneven performance of the
Agency has been to increase the risk associ-
ated with regulation, dampening investment
in companies whose products face FDA regu-
lation. Meanwhile, as global competition in
high-tech industries has intensified, other
nations have adapted their regulatory sys-
tems to out-compete the FDA. The flight of
medical technology product launches to Eu-
ropean Union countries should be a serious
cause of concern for policymakers and pa-
tient advocates alike.

What does that mean in layman’s
terms? We are losing them here and the
EU is attracting them there. Why? Be-
cause their policies are easier to under-
stand. It is not that their threshold for
safety and efficacy is any lower, but
they carry on an honest partnership
with the applicants, and most will say
dealing with the FDA is akin to invit-
ing your worst relative to spend the
week with you in your house.

Exporting lifesaving innovation over-
seas—and the jobs that come with it—
will not help patients or our economy
here at home. It erodes our Nation’s
standing as the global leader in med-
ical innovation and results in Amer-
ica’s patients having to wait longer for
lifesaving therapies or jeopardizing
their access to them at all.

I am not sure in America we ever
thought we would go to another coun-
try where they had approved a new
therapy we couldn’t get in the United
States, but I would be willing to bet
that every family in America knows
somebody who has gone outside the
country to get some type of treatment
or some type of dosage of something we
haven’t approved here, and one might
think they are not safe or effective.
The likelihood is that those products
have never even applied for FDA ap-
proval. Why? Because the process has
become so unpredictable and so expen-
sive that a company has to justify the
potential sales of a product to meet the
billion-dollar cost just to get through
the FDA application process.

Exporting lifesaving innovation over-
seas and the jobs that come with it will
not help our patients and will not help
the economy. It erodes the Nation’s
economy and results in America’s pa-
tients having to wait longer. I just said
it.

The FDA is supported by both user
fees and taxpayer dollars, so Congress
has a critical oversight role in ensuring
that the FDA is meeting its require-
ments under the law. Moreover, as
elected representatives of the Amer-
ican people, Congress institutionally
has a duty to ensure that the FDA is
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broadly fulfilling its statutory mission
and promoting the public health
through its review and regulation on a
range of medical products.

The reauthorization of the drug and
device user fees agreement is an impor-
tant opportunity for Congress to en-
sure that the FDA is fulfilling its mis-
sion. Why would we in any way water
down the accountability and trans-
parency if, in fact, we are the ones to
ensure the FDA is fulfilling its mis-
sion? But closely examining these
issues once every 5 years is not going
to help address the underlying prob-
lems at the FDA that we all know must
be fixed. The only way that is going to
happen is with the FDA, Congress, pa-
tients, and innovators consistently
working together with the right data
points. The bottom line is we don’t
know what we don’t measure. If we
don’t know it, how can we ensure that
it is right?

Another report by the California
Healthcare Institute and the Boston
Consulting Group in 2012 underscores
the importance of reliable data at the
FDA and how FDA performance is a
function of management. The report
finds there would be great value in reg-
ularly gathering and analyzing the best
possible data and updating perform-
ance metrics during this PDUFA cycle
in order to track performance consist-
ently and longitudinally with the goal
of the most accurate possible measures
of agency performance.

Do you sense a trend that every out-
side evaluation—not industry, not
FDA, not Congress—of the user fee
agreement is basically saying: Hey,
Congress, don’t miss this opportunity.
If we want to track performance, then
we have to set up the metrics and col-
lect the data. Why in the world would
we drop from the bill the transparency
and accountability provisions that get
the granular data we need to make this
assessment? I guess we will never
know.

Congressional oversight can help
highlight the processes that are work-
ing well at the FDA, as well as reveal
areas where the FDA needs to make
improvements to ensure timely and
predictable regulatory decisions on be-
half of America’s patients. Recently,
the GAO reports over the past year
have underscored these points and why
the right metrics must be reported on
to paint a full and complete picture.
Now all of a sudden we have the Gen-
eral Accounting Office, the GAO, say-
ing the same thing that all these third
parties have said. Why? Because they
are the ones we turn to when we want
to ask them to do an evaluation of the
FDA, and they are telling Congress:
Hey, don’t miss this opportunity to get
this stuff in there. You actually can
get the data we can’t get because it is
not in the statute.

Every b years when we pass the final
user fee package, FDA’s authority and
responsibilities grow. Think about
that. With more employees and higher
costs, it seems like things would be
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getting Dbetter, but without the
metrics, without the accountability,
without transparency, we don’t know.
This bill is no exception. The FDA is
going to get an unprecedented level of
user fees and more new authority, bil-
lions in user fee dollars. With this un-
precedented level of user fees, there
must be unprecedented transparency,
oversight, and accountability. It does
not exist.

Let me be clear. There are good pro-
visions in this bill that should help to
improve transparency, accountability,
and regulatory certainty. However,
throughout the committee’s work on
various issues, I repeatedly raised the
point that if we did not fix the under-
lying issues at the FDA, the new re-
sponsibilities and expectations we are
going to create with this bill would not
achieve the desired outcome. Quite
simply, that is why I am disappointed
that some key transparency and ac-
countability provisions included in the
Senate bill did not survive the final
bill. While key GAO reporting provi-
sions may have been removed from the
final bill, I wish to take this oppor-
tunity to inform my colleagues and the
FDA that I personally intend to pursue
this oversight analysis outside of this
bill. Just because it is not in this bill
does not mean I am going to go away.

What has happened is that speed has
trumped policy—the attempt to speed
through this bill, the attempt to get it
done before the Supreme Court an-
nounces its decision on ObamaCare. 1
have yet to have anybody explain to
me why we are benefited by moving
this before the Supreme Court ruling.
If somebody has a concern that there is
something in the bill that might be af-
fected by what the Supreme Court rul-
ing is, would we not be smart to delay
this until after the ruling to see if
there is some adverse reaction to what
we have done? If I thought there was
any reason to do that, I would be on
the Senate floor pleading with my col-
leagues today. But the truth is that
there is nothing that will come out in
the Supreme Court decision that will
affect the user fee relationship between
drugs, devices, biologics, generics, and
the Food and Drug Administration.
But somebody wanted to finish it, and
they set that as the goal that every-
body could see.

(Mr. FRANKEN assumed the chair.)

Mr. BURR. Because of the hard work
of my colleagues on both sides of the
aisle, the final bill includes new incen-
tives intended to help spur the next
generation of lifesaving antibiotics.
This is a good thing, and my colleagues
should be commended for their bipar-
tisan work on this important issue.

Unfortunately, the requirement for
the FDA to submit a strategy and im-
plementation plan that would have
helped to ensure greater regulatory
certainty and predictability regarding
FDA’s work with antibiotics was not
included in the final bill. Yet we have
all watched stories on TV about a
young lady who was attacked by a
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virus that has eaten her hands and her
feet—an infection. What does she need?
She needs a breakthrough in antibiotic
therapy.

This was a real opportunity for us to
send a message out there that not only
are we committed to doing it, we are
committed to setting up a regulatory
structure that allows it to happen.

Carefully drafted GAO reporting re-
quirements intended to help FDA and
Congress identify progress against reg-
ulatory challenges in this space have
also fallen away. This had nothing to
do with RICHARD BURR or MICHAEL BEN-
NET, this was the General Accounting
Office. Unfortunately, the reporting re-
quirement that remains is not nearly
as robust as the language passed by the
Senate earlier this year. These require-
ments were intended to help identify
and root out the regulatory challenges
in this space to ensure that the incen-
tives included in the final bill are as
meaningful as possible and ultimately
do achieve the goal of the next genera-
tion of novel antibiotics reaching pa-
tients. I cannot think of anything more
important than for us to make sure.

I know the Presiding Officer comes
from a State where devices are a key
part of the economy.

Another reporting requirement that
fell away is one my colleagues have
heard me talk about a lot over the past
year. The medical device user fee
agreement includes reporting on the
total time to decision in calendar days,
not FDA days. This sounds a little bit
like Disney World. What in the heck
are FDA days? I know what calendar
days are. Tomorrow is going to be one
number higher than today, and yester-
day was one number lower, and every
28 to 31 days, we switch and it becomes
a new month and we start counting
again. Not at the FDA. That is why it
was important that calendar days be
substituted for what we call FDA days
at the FDA. Patients do not care about
FDA days; patients care about how
long it takes in calendar days for safe
and effective products to reach them.

My colleagues may recall that last
year the final Agriculture appropria-
tions bill included a requirement for
the FDA to report on calendar days be-
cause knowing the average number of
calendar days it is taking FDA-ap-
proved therapies to reach patients is
important for ensuring that we see the
full picture of how well the FDA is
working in a metric that the American
people understand.

Last year, when the Senate consid-
ered the issue of counting calendar
days for medical products, Dr. Paul
Howard, a senior fellow and the direc-
tor of the Manhattan Institute’s Center
for Medical Progress, described the im-
portance of counting calendar days. He
wrote:

The PDUFA clock stops when the FDA re-
quests more information from the sponsor
. .. so repeated requests for information
from the FDA can significantly draw out the
time before a product reaches the market,
even if the agency completes its review with-
in the specified PDUFA timeframe.
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knowing actual calendar days that elapse
from between the time that a sponsor sub-
mits an application to the time it is ap-
proved should give Congress some sense of
how efficient—

How efficient—

the review process is. If the FDA is repeat-
edly asking for more information and lots of
time is added to the approval process, it has
important implications for patients (who
wait longer for new therapies) and investors
(who may perceive the regulatory process as
arbitrary and time consuming).

Here again, another independent
analysis of what should be important
to the American health care system
and an assessment that calendar days
are absolutely vital to Congress’s abil-
ity to understand how long it really
takes at the FDA. And we are not even
the person trying to finance the break-
through.

I appreciate that the final bill will
now require more granular reporting
with respect to the prescription drug
user fee agreement, which is a good
thing, but I am baffled that a reporting
requirement which Congress has sup-
ported in the past and which was in-
cluded for generic drugs was not in-
cluded in the final bill.

Talking about calendar days, how in
the world could calendar days be im-
portant enough to put in the generic
bill part and dropped from everything
else? Why? Because FDA did not want
it. FDA has gotten used to that little
stopwatch they have. When they ask
you for a little more information, they
reset it, so they get to start again.

My dear colleague ToM COBURN and I
both are disappointed that a provision
offered by him, and which I supported,
was removed from the final bill.

I have talked about a number of
things removed from the final bill. I
am not sure how the ranking member
gave me a number at the beginning
that I had interest in 12 things and
that I had 11 accepted. I cannot count
them as I am going through my presen-
tation, but I think I am on three or
four that have been dropped.

The medical device user fee agree-
ment includes the requirement for an
independent assessment of FDA’s man-
agement of devices. Unfortunately, the
assessment included in the prescription
drug user fee agreement and final bill
will look at only one-third of the
FDA’s work with drugs. Let me say
that again. The medical device user fee
agreement includes the requirement
for an individual assessment of FDA’s
management of devices. Unfortunately,
the assessment included in the pre-
scription drug user fee agreement and
final bill will look at only one-third of
the FDA’s work with drugs. Calendar
days apply in one section. Generic
drugs do not apply, and devices, drugs,
biologics. Now, all of a sudden, we have
an independent assessment of FDA’s
management of the devices industry
where we are only applying that to
one-third of the area of drug evaluation
and not to generics and not to bio-
logics.

Senator COBURN’s provision, which
was first introduced in a bill Senator
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COBURN and I introduced, the PA-
TIENTS’ FDA Act, would have ensured
an independent assessment of all of
FDA’s drug work. Upon introduction of
the PATIENTS’ FDA Act, Dr. Paul
Howard wrote that this provision was
“perhaps the most important provi-
sion” because ‘‘the outcome of that re-
view may or may not be welcome by
the FDA—but it will force Congress to
pay attention and highlight the FDA’s
importance as the gateway for medical
innovation not just in the U.S., but for
the world.” Paul Howard is no relation
to me. This is, again, an independent
doctor who makes a comment on a pro-
vision in an obscure bill that was intro-
duced in Congress, and he says ‘‘per-
haps the most important provision.”
Yet it only applies now to one-third of
the drug area, and all we wanted to do
was to apply it to the whole thing. Not
including this independent assessment
is a missed opportunity for Congress,
consumers, and patients to have a com-
plete, independent, and objective look
at FDA’s management of its mission
and resources with respect to drugs.

I understand that some of my col-
leagues are concerned about over-
reporting, but I would come back to
the basic point that you do not know
what you do not measure. This is about
how Congress and the FDA prioritize,
and, given what is at stake, not includ-
ing targeted reporting requirements
that will help FDA to better achieve
their mission on behalf of patients is a
huge, huge missed opportunity. Why?
Speed over policy.

I would also like to talk about a key
provision in the Senate’s upstream sup-
ply chain provisions that is not in-
cluded in the final bill.

As many of my colleagues know, the
globalization of the drug supply chain
presents unique challenges in ensuring
the safety of the drugs American pa-
tients receive. Quite a bit of time has
understandably been devoted to this
issue. Unfortunately, while the bill in-
cludes many bipartisan provisions that
will help FDA better target inspections
of drug facilities based on risk, the
final bill falls short in addressing end-
to-end supply chain security. That is
sort of important. I think the Amer-
ican people sort of take for granted
that we have that in place now.

In addition to not including bipar-
tisan downstream provisions, the final
bill does not include the Senate’s bi-
partisan provision to accredit third-
party auditors to conduct drug safety
audits of drug establishments. To be
clear, these third-party drug safety au-
dits would not have replaced official
FDA inspections, but they would have
been an important risk-based tool for
the FDA to leverage in taking steps to
ensure a safer global prescription drug
supply chain. I actually believe that
America thinks we have that in place
right now. Who could be opposed to
such a commonsense solution? It was a
bipartisan initiative. Was it the House
that kicked it out? Was it the FDA
that kicked it out? It really does not
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matter. This was smart to have in the
bill. The only conclusion I can come to
is that speed trumps policy, that our
quest to get this done quickly meant
we did not look closely enough at the
things we should have done and could
have done and we did not do.

Now, the ranking member talked
about my disappointment and his dis-
appointment on the downstream drug
distribution security. I want to take a
brief moment and comment on down-
stream. I thank Senator BENNET, from
the other side of the aisle. We worked
together. And because of his hard work
and dedication to this issue, I think I
can say that we are both disappointed
that the final bill does not include bi-
partisan provisions that we have been
working on together for the past few
months.

My colleagues all know why this is
an important issue. It is important for
America’s patients and consumers.

I remain committed to establishing a
workable and reasonable traceability
system that strengthens the integrity
of the pharmaceutical distribution sup-
ply chain. It is critical that we replace
the current patchwork of inconsistent,
inefficient, and costly State laws with
a predictable, workable, and appro-
priate Federal standard. I am com-
mitted to getting this done.

As I said to the ranking member and
the chair, it is not going to be easy. We
knew that when we took this on. You
can’t do it fast. I did not know we had
a stopwatch on how quickly we could
get this bill through the Senate and
how quickly we could get through con-
ference and how quickly we could get it
passed. I remind my colleagues that
the current user fee agreement does
not expire until later this year. It did
not have to be done now, but it was.
And for now 45 minutes I have pointed
out things we could have done, should
have done, and did not do, and it is em-
barrassing. This could have been done.
This was the right vehicle to put this
in because it was a must-pass piece of
legislation.

Now let me, if I could, talk about
some of the provisions Senator COBURN
and I introduced in the PATIENTS’
FDA Act. I am pleased we were able to
find a bipartisan path forward on some
of these provisions which will put in
place an unprecedented level of trans-
parency and accountability at the
FDA.

While FDA should have already done
many of the things that will now be ex-
plicitly required of them, by ensuring
that we hold FDA accountable to meas-
ures and reports on specific require-
ments, there is a greater chance that
they are going to actually get done.
There is no certainty without congres-
sional oversight. Greater transparency
and accountability provisions included
in the package today will help to en-
sure greater regulatory certainty and
timely decisions on behalf of America’s
patients, which is key to ensuring that
America maintains its role as a world
leader in medical innovation and that
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our patients have access to the most
cutting-edge therapies in as timely a
fashion as possible.

FDA will be required to develop a
regulatory science strategy and imple-
mentation plan with clear priorities
and report on the progress made in
achieving these priorities in fiscal year
2014 and fiscal year 2016. The current
FDA Commissioner has acknowledged
that the FDA is relying on 20th-cen-
tury regulatory science to evaluate
21st-century medical products.

Let me read that again. The current
FDA Commissioner has acknowledged
that the FDA is relying on 20th-cen-
tury regulatory science to evaluate
21st-century medical products. Let’s
stop. Let’s get this right. Even the
Commissioner of the FDA is saying:
You know what. We are not even in the
same century in how we do what we are
trying to accomplish. In other words,
the products the FDA is required to
regulate are advancing faster than the
agency’s ability to regulate them. I
will be honest. That is a big problem.

Former FDA Commissioner von
Eschenbach was right when he said
that the FDA must be capable of ensur-
ing that its reviewers know just as
much about advances in emerging
sciences as the creators of the products
they regulate.

Listen, I will be the first to say that
at the Food and Drug Administration
we have some of the best and the
brightest. They are some of the most
dedicated Federal workers. They are
some of the smartest folks I have ever
seen. But they process approvals. They
are not on a bench doing research and
development. They do not understand
how medicine and science have
changed since they themselves left the
bench. There is every reason to believe
that people should be required to go
back and be innovators and not nec-
essarily make a lifetime of work as a
reviewer at the FDA.

There has been much talk about reg-
ulatory science, but it is hard to tell if
these efforts are targeted and achiev-
ing the desired results of helping the
FDA to apply the most cutting-edge
scientific tools in their research and
their review of medical products. The
agency must have clearly defined goals
and metrics against which their
progress will be tracked. This is the
only way to ensure that the advances
in regulatory science are being applied
and that FDA is prepared to regulate
the most novel and cutting-edge med-
ical products ever created.

GAO has well documented FDA’s
management challenges. The user fee
agreement included in the final bill
will further increase these challenges
by adding more than 1,200 new FDA
FTEs, or employees, and further grow-
ing the scope of the agency’s mission
and regulatory responsibilities.

Many of the concerns about the lack
of predictability and uncertainty at
the FDA are symptoms of unaddressed,
systemic management issues. This is
the agency that regulates 25 cents of
every dollar of our economy.
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A February 2010 GAO report found
that FDA does not fully use established
practices for effective strategic plan-
ning and management. FDA agreed
with the GAO recommendation to take
several actions to improve FDA’s stra-
tegic planning and management, such
as the development of a strategic man-
agement plan and working to make
FDA’s performance measures more re-
sults-oriented. I cannot think of a busi-
ness in America that does not do that
today. However, 2% years later, FDA
has failed to adopt many of the key
recommendations.

To address this concern, the final bill
requires the FDA to submit to Con-
gress a strategic integrated manage-
ment plan with specific accountability
metrics as recommended by the GAO.
Even though the FDA admitted to the
GAO, based on their recommendations,
that they needed to do this and that
they would do it, 2% years later we are
now putting it in statute in the user
fee bill.

GAO has well documented FDA’s
challenges to sufficiently and success-
fully utilize its information technology
process. GAO has also noted how these
challenges undermine FDA’s ability to
use accurate and timely information to
augment its regulatory mission. GAO
reports in 2009 and 2012 found that the
FDA has made mixed progress in estab-
lishing the IT management capabilities
essential to supporting the FDA’s mis-
sion. That is the information tech-
nology. So an agency that is on the
cutting edge of medical approval in
this country in 2009 and 2012 was found
to have made mixed progress in estab-
lishing the management capabilities
essential through technology to com-
plete its mission.

A comprehensive IT strategy plan is
vital for guiding and helping to coordi-
nate the FDA’s IT activities. A com-
prehensive IT strategy plan, including
results-oriented goals and performance
measures, is vital for guiding and help-
ing to coordinate the FDA’s IT activi-
ties, especially since the user fee agree-
ment includes specific IT goals. The
final bill requires the FDA to report on
their progress in developing and imple-
menting the comprehensive IT package
called for by the GAO. To ensure fur-
ther congressional oversight, GAO will
report on the progress FDA makes on
meeting the results-oriented goals and
performance measures set out in the IT
plan they submit to Congress.

Enhanced reporting requirements
with respect to biosimilars and generic
drugs include key reporting on clearing
the backlog of generic applications and
will also provide important trans-
parency in the FDA’s work and serve as
an early-warning indicator if the agree-
ments are not being fulfilled.

I am also pleased we were able to find
a path forward on important pro-pa-
tient provisions from the PATIENTS’
FDA Act and provisions that will also
reduce unnecessary regulatory burdens
for innovators. I wish to thank my col-
leagues, Senators MIKULSKI, ALEX-
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ANDER, and HAGAN, for working with us
to ensure that the unnecessary redtape
does not get in the way of meeting pa-
tients’ unique medical device needs.

The custom device provision in the
bill provides an important path for-
ward to ensure that doctors are able to
meet patients’ most unique medical de-
vice needs in as timely a manner as
possible. The risk-benefit framework
included in the user fee agreement and
codified by the final bill will facilitate
the balanced consideration of benefits
and the risks of FDA’s drug decision-
making.

As innovators have increasingly
turned to global markets and opportu-
nities overseas, FDA’s work with its
global peer regulators has taken on an
even greater significance. FDA’s work
with its global regulatory counterparts
to encourage uniform clinical trials
standards will optimize global clinical
trials to ensure that the need to con-
duct duplicative clinical trials is mini-
mized while FDA maintains the gold
standard for approval.

I wish to thank Senator PAUL. I
thank Senator PAUL for working with
me to ensure that we have optimized
global clinical trial work and that FDA
works with global peer regulators as
much as possible to reduce unnecessary
regulatory hurdles.

Senator PAUL was a champion in the
committee to say: Why don’t we accept
the data we get from trials in Europe
for applications that are under review
for approval in the United States? And
the answer I gave him was that in 1997,
when we wrote the food and drug cos-
metic modernization bill, we gave FDA
the authority to do that. And now
some 15 years later it has never, ever,
ever been used. As a matter of fact, the
FDA will not even consult with a com-
pany that says: Tell us how we need to
design our trial in Europe so you will
accept our data. That has not hap-
pened. But you know what. It has to
happen in the future if we want drugs
to be cost-effective so people can afford
them, if we want innovation to happen
here as well as over there. If innova-
tion and the place where it is ulti-
mately approved is determined by
whether you can recover the costs of
your investment, I will assure you we
are all going to shop somewhere else
for our drugs, our devices, our bio-
logics, and even our generics. It will
not be here unless we learn how to
share that data from continent to con-
tinent.

I wish to highlight some specific
medical device regulatory improve-
ments. There may be any number of
reasons a sponsor wants to conduct
certain clinical studies that are not di-
rectly to the classification or approval
of medical devices by the FDA. How-
ever, some sponsors have noted the
tendency of the FDA to effectively pre-
judge the approval of a medical device
by basing its decision related to a re-
quest to conduct clinical investiga-
tions of a device on whether the FDA
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believes the clinical study will be ade-
quate to support the ultimate classi-
fication or approval of a device. If the
FDA approves the investigational use
of a device only using the more narrow
regulatory standard of device approval
or classification, clinical research in
the United States could be unduly re-
stricted. The final bill would return the
investigational device exemption ap-
proval process to the standard author-
ized by the statute, which is a good
thing for both patients and for
innovators.

The final bill will also improve regu-
latory certainty, transparency, and ac-
countability with respect to medical
devices by requiring FDA to provide a
substantive summary of the scientific
or regulatory rationale for significant
decisions.

As many of my colleagues know, sec-
tion 510(k) of the Food, Drug, and Cos-
metic Act requires device manufactur-
ers to notify FDA of their intent to
market a medical device at least 90
days in advance.

Medical device manufacturers are re-
quired to submit a pre-market notifica-
tion if they intend to introduce a de-
vice into commercial distribution for
the first time or reintroduce a device
that will be significantly changed or
modified to the extent that its safety
or effectiveness could be affected. Such
change or modification could relate to
the design, material, chemical com-
position, energy source, or manufac-
turing process. There are legitimate
concerns about recent guidance issued
by FDA that could significantly in-
crease the regulatory burden related to
510(k) modifications without clear ben-
efit to patients. The final bill will go a
long way in restoring regulatory cer-
tainty and balance with respect to the
510(k) modification process by making
it clear that the 1997 guidance remains
the standard until FDA issues new
guidance, with appropriate input from
stakeholders, on this subject.

While I wish that we could have gone
further to strengthen and improve the
device third-party review and inspec-
tion programs, the final bill does reau-
thorize these programs and includes a
provision from the PATIENTS’ FDA
Act to set forth a process for reaccredi-
tation and reauthorization of third-
party reviews. This is a first and im-
portant step in enhancing the third-
party review program.

Another thing we placed in the 1997
act is the hope that we would see aca-
demia in America actually be approved
as third party evaluators—not for
heart stints or that class of device, but
how about things such as Band-Aids?
How about those things on which we
should not waste an FDA reviewer’s
time? Couldn’t the company contract
with an academic institution to re-
approve and recredit? FDA chose to do
that in-house. This is the first impor-
tant step to enhance the third party re-
view program.

Next is affirming the ‘‘least burden-
some’’ requirements.
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Also, the final bill underscores the
importance of the ‘‘least burdensome”’
requirements we put into the 1997 law
to streamline the regulatory process
and reduce burdens to improve patient
access to medical devices.

A central purpose of the FDA Mod-
ernization Act of 1997, or FDAMA as I
like to call it, was to ensure the timely
availability of safe and effective new
products that will benefit the public
and that our nation continues to lead
the world in new product innovation
and development. The goal was to
streamline the regulatory process and
reduce burden to improve patient ac-
cess to breakthrough technologies.
This law required FDA to eliminate un-
necessary burdens that may delay the
marketing of beneficial new products,
but the statutory requirements for
clearance and approval remained the
same. The sections of the statute that
capture these provisions are commonly
referred to as the ‘‘least burdensome”
provisions.

For years, FDA included ‘‘least bur-
densome’ language in guidance docu-
ments and letters. Yet, toward the end
of 2009 the ‘‘least burdensome’ lan-
guage disappeared only to reappear
after Congress expressed significant
concern regarding FDA’s failure to
consistently apply these requirements
in its work with medical devices.

The lack of consistent application of
the ‘‘least burdensome’ requirements
has added to regulatory uncertainty
and unnecessary regulatory burden in a
manner completely inconsistent with
the law. It is sad that Congress needs
to reaffirm a provision that has been
the law since 1997, but I thank Senators
KLOBUCHAR and BENNET for working
with me to underscore the importance
of affirming the ‘‘least burdensome”’
requirements in the final bill.

The final bill restores a more appro-
priate balance to FDA’s conflicts of in-
terest rules. This is an issue on which
many patient groups have weighed and
many members have worked because of
its importance to patients and, ulti-
mately, overall confidence in FDA’s
Advisory Committees. Ensuring that
the FDA has access to the most quali-
fied experts is vital to ensuring FDA’s
scientific capabilities and confidence in
its regulatory decisions. It is critical
that patients have the benefit of the
very best expertise when weighing deci-
sions that impact patient access to
lifesaving products. Unfortunately,
since 2007, increasingly complex and re-
strictive conflicts of interest rules
have often resulted in the Agency
being unable to consult with leading
experts and difficulty in filling key ad-
visory committee positions. These
challenges are compromising the qual-
ity and timeliness of FDA’s decision-
making. The final bill should help to
address these concerns and ensure FDA
can draw upon the most knowledgeable
experts.

Lastly, I'd like to highlight the Ad-
vancing Breakthrough Therapies for
Patients Act, bipartisan legislation I
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was pleased to join Senators BENNET
and HATCH in supporting because it will
ensure patients have access to tar-
geted, life-saving therapies as effi-
ciently as possible. As former FDA
Commissioner Von Eschenbach has
rightly stated, ‘‘breakthrough tech-
nologies deserve a breakthrough in the
way the FDA evaluates them.” This
legislation is supported by Friends of
Cancer Research and the National Ven-
ture Capital Association.

Earlier this year, an op-ed penned by
former FDA Commissioner, Dr. Mark
McClellan, and Ellen Sigal of Friends
of Cancer Research, noted how the se-
quencing of the human genome has
helped to unlock an even greater un-
derstanding of disease at the molecular
level, helping to make personalized
medicine become a reality. They note
two main goals of the breakthrough
legislation: First, to reduce the total
development time and cost of the most
promising ‘‘breakthrough’ treatments;
and second, to minimize the number of
patients that would be given a ‘‘con-
trol”’ regimen or a currently available
treatment that doesn’t work well.
They are right to underscore that in
order to fulfill the promise of ‘‘break-
through’ therapies and this legisla-
tion, the regulators at FDA must be
fully engaged, working with sponsors
early on in the development and review
process once a product has received the
breakthrough designation.

More than 45 organizations rep-
resenting patients, advocates, physi-
cians, caregivers, consumers and re-
searchers have weighed in with Con-
gress urging the Advancing Break-
through Therapies for Patients Act to
be included in the final user fee pack-
age because they recognize that em-
ploying such an ‘all hands on deck”
approach at FDA for these therapies
will ultimately result in the most effi-
cient development program and help to
ensure that the most promising new
treatments reach patients as safely and
efficiently as possible.

Many would argue that the mod-
ernization of the accelerated approval
and fast track pathways have been a
long time coming since Congress has
not significantly updated either path-
way since 1997. Earlier this year, Dr.
Paul Howard in writing about the
breakthrough legislation noted that,
‘““the most important section of the leg-
islation may be the clause that re-
quires the Secretary of HHS to com-
mission an independent entity to as-
sess the ’quality, efficiency, and pre-
dictability’ of how FDA has applied the
directives in the legislation no later
than four years after the bill passes.”
He goes on to say ‘‘that may be the
best way to ensure that we won’t have
to wait another 15 to 20 years to under-
stand how well the FDA is utilizing the
authority granted to it by Congress.”
Unfortunately, this independent assess-
ment did not make it into the final
bill. Speed trumps policy.

FDA faces unprecedented challenges
today—challenges we could not have
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envisioned a generation ago. Yet FDA
still regulates a decade ago, based on
the commission. The agreements and
many of the provisions in the final bill
are intended to help address these chal-
lenges. Unfortunately, the final bill
does not bring to bear all of the tools
that could have been included to en-
sure the greatest certainty, trans-
parency, and accountability for pa-
tients and taxpayers. This is a missed
opportunity.

I ask my colleagues where we will be
if the provisions enacted as part of this
bill—like the breakthrough therapy
provision—do not achieve their stated
purposes? Where will we be if Congress
does not do our part to ensure account-
ability on the part of the Agency by
carrying out consistent Congressional
oversight?. Where will America’s pa-
tients be in five years? Will FDA’s reg-
ulatory standard still be the global
gold standard?

Will America still lead the world in
innovation? Will the world’s leading
drug and device innovators choose to
innovate in America, or continue the
disturbing trend of exporting great in-
novation and good jobs overseas in the
continued face of regulatory uncer-
tainty?

There are good provisions in this
final bill, but more work remains to be
done. America’s patients and
innovators are counting on Congress to
conduct the proper oversight in the
months and years ahead to ensure that
these user fee agreements, authorities,
and new responsibilities are imple-
mented and fulfilled consistent with
the law. They are also counting on
Congress to complete the unfinished
business of doing all that we can to en-
sure that FDA fulfills its mission on
behalf of America’s patients and our
Nation’s global leadership in medical
innovation is restored. I commit to my
colleagues, constituents, and the FDA
that I intend to complete the unfin-
ished business before us here today.

Mr. President, you have been patient.
At this time, I will yield to my col-
league Senator PAUL. When he con-
cludes, I will continue with the 2% ad-
ditional hours I have reserved.

The PRESIDING OFFICER. The Sen-
ator from Kentucky.

FOREIGN AID

Mr. PAUL. Mr. President, I am not a
big fan of foreign aid. We have a lot of
problems in our country. I don’t see
how we can send billions of dollars
overseas when we have bridges falling
down in our country. Two bridges in
my State were impassable. One was hit
by a boat and has been impassable for
6 months. We have another bridge that
is over 50 years old that was shut down
for emergency repairs, and traffic
stacked up for miles. Yet we send bil-
lions of dollars overseas when we don’t
have enough to fix our own bridges. It
doesn’t make any sense. We borrow $1
trillion a year from China to turn
around and send it to some other coun-
try. It makes no sense.

I am not a big fan of sending our
money overseas. But I am even less of

CONGRESSIONAL RECORD — SENATE

a fan of sending our money to coun-
tries that don’t seem to be our friends.
Pakistan has worked with us on the
war on terror. But recently Pakistan
has chosen not to let any of our sup-
plies—food and military supplies—tra-
verse Pakistan. Recently, Pakistan has
said we owe them $3 billion. We are giv-
ing them $2 billion a year, and they say
we owe them $3 billion that is not in-
cluded in that. Recently, Pakistan also
said they want to charge us $5,000 per
container of food that goes across their
land.

For years bin Laden lived content-
edly right in the middle of Pakistan
underneath their noses. What is up
with that? We are giving them $2 bil-
lion a year and bin Laden was
twiddling his thumbs there and they
are not letting our supplies go across
and they are demanding a past pay-
ment of $3 billion for who knows what
and we continue to pay them.

Recently, it has gotten even worse.
Dr. Shakil Afridi is a doctor who
helped us get bin Laden. Somehow his
name was leaked. I don’t know who
leaked the name or if they were trying
to puff themselves up and make them-
selves look as if they were strongly
fighting terrorism, but by leaking Dr.
Afridi’s name, he is now in prison in
Pakistan for 33 years.

Dr. Shakil Afridi is a Pakistani and
they have put him in prison for 33
years. His life has been threatened. If
he is released—which I hope he will
be—his life has been threatened be-
cause his name is public. How did it be-
come public? Somebody leaked his
name. This is inexcusable. If this came
from within our government, whoever
leaked his name or this information
should be held accountable. I mean put
in prison in our country for leaking
state secrets.

Dr. Afridi’s name is now known in
public, and he is being threatened, and
his family is being threatened. Not
only that, anybody around the world
who wants to help us stop terrorism,
who is willing to stand and help Amer-
ica, is now threatened. Do you think
people are going to want to help us if
they know their names will be printed
in the New York Times? We have to
have things that we don’t divulge
about people who are helping us. But
Dr. Afridi is in prison for 33 years, and
I am going to do what I can to free
him.

We should not send Pakistan any
more money. I say stop immediately. I
am not saying take a small amount out
next year; I say don’t send them one
more penny this year or next year.
Don’t send any of the $3 billion they
want. We don’t even have it to send to
them. We have to borrow it from
China. I would give them one chance. If
they release Dr. Afridi, I would stand
down.

My bill was blocked. I tried to have a
vote on it last week, and the leadership
said: No, you won’t have that vote. But
we have a process where if you get
enough signatures from Senators, you
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can ask for a vote and get it. That is
where we are now. I have enough signa-
tures to have the vote.

I am going to be meeting with the
Pakistani Ambassador, and meeting
with President Obama’s State Depart-
ment, and what I will tell them is what
I am telling you. This is not a secret. If
Dr. Afridi is not successful with his ap-
peal, which is coming up in the next 3
weeks, if he is not released and pro-
vided safe passage out of Pakistan, if
he wishes, then I will have this vote.
And I defy anyone in this body to stand
here and vote to send U.S. taxpayer
dollars to Pakistan when they are
treating us this way. So we will have a
vote in this body on ending all aid to
Pakistan immediately if we don’t get
some results.

This doesn’t mean I don’t want to
have diplomacy with Pakistan. Paki-
stan has been a friend over many years,
and I see no reason to end that. Paki-
stan has many elements that are pro-
Western and that want to engage in the
world. I am all for that. But we
shouldn’t have to buy our friends. We
shouldn’t have to pay a ransom. We
shouldn’t have to lavish them with tax-
payer dollars.

In fact, I think it encourages a dis-
respect when you give people so much
money. Let’s let them earn our respect.
Let’s work with them. Let’s be friends
with Pakistan. Let’s have diplomatic
ties to Pakistan. Let’s try to help each
other. Terrorism doesn’t help Paki-
stan. They are threatened equally by
it. I can list four Pakistani leaders who
have been assassinated in the past 15
years. Why were they assassinated? Be-
cause of radical elements in their own
country. So they should be with us in
trying to stop extremism, on trying to
stop this radicalism.

My words for the Senate today and
for the American people are that I am
watching out for your money. I realize
we have needs here at home that must
come first, but also that I will force a
vote on this. I am not going to send
any more of your money or try not to
let the Senate send any more of your
money to Pakistan unless they are
willing to cooperate, unless they are
willing to be friends with America, un-
less they are willing to release the man
who helped us get bin Laden.

I will ask for a vote, it will come in
the next few weeks, and I will keep ev-
eryone in America up to date on this.

I thank the Senate for allowing me
this time, and I suggest the absence of
a quorum.

The PRESIDING OFFICER. The
clerk will call the roll.

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

Mr. BURR. Mr. President, I ask unan-
imous consent that the order for the
quorum call be rescinded.

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

Mr. BURR. Mr. President, I thank
Senator PAUL for relinquishing the
microphone, and just for the purposes
of Members who are planning, I think
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we will be about another hour. We will
know shortly, and I will put that word
out, if in fact that is going to be the
case, but I intend to make sure every-
body is able to make a 5 o’clock brief-
ing.

I have spent the first hour talking
about the FDA user fee agreement bill,
the history of it, what this bill did, and
a lot about how this bill came up short.
I would like to jog in a few different di-
rections over the next period of time.

Of great interest to me, and great in-
terest to a lot of Members, is the com-
mitment we owe to our Nation’s mili-
tary heroes. Over four decades ago, at
one of the two Marine Corps bases in
America—Camp Lejeune in Jackson-
ville, NC—they experienced serious
contamination of their water. That
contamination is likely the worst envi-
ronmental exposure incident on a do-
mestic military installation in the his-
tory of the country, both in the mag-
nitude of the population potentially ex-
posed to volatile organic solvents and
the duration of the contamination—es-
timated to be 30 years or longer, with
hundreds of thousands of veterans,
their families, along with civilian
workers having cycled through Camp
Lejeune from the busy years of World
War II through the Vietnam conflict
and into the mid 1980s as we rebuilt our
modern military.

During these decades, unbeknownst
to the base residents, the wells feeding
the water supply on the base were
drawing water from an aquifer con-
taminated with industrial chemicals
that were dumped on the base, such as
the degreasing solvent TCE, a known
human carcinogen; and another car-
cinogen, benzene, from leaking under-
ground fuel storage tanks; along with
the dry cleaning solvent PCE; and a
third human carcinogen, vinyl chlo-
ride. The Navy and Marine Corps began
to test some of the base wells in the
1980s to comply with Federal regula-
tions and, apparently, to also locate
the source of various contaminations,
yet it would take several more years
and numerous warning signs before the
Navy finally decided it should shut the
wells down in 1985 through 1987.

As we know now, the Navy and Ma-
rine Corps had specific regulations of
their own to maintain safe drinking
water and test for contaminants. Had
they adhered to their regulations, the
many years of problems at Camp
Lejeune might have been avoided. It is
also important to note the source of
those contaminations should never
have been in question, since Lejeune’s
drinking water was then and is now
solely derived from the wells located
within the perimeters of Camp
Lejeune, NC.

In 1989, the EPA designated Camp
Lejeune a Superfund site, and in 1991
the CDC, via its Agency for Toxic Sub-
stances and Disease Registry—or
ATSDR—began a statutorily mandated
study of the contamination. Those
studies continue to this day, in large
part because the Navy’s records of the
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contamination were not completely
turned over to the ATSDR until 2009
and 2010. Scientists at the ATSDR and
others involved in the review of the
Navy’s records have stated the levels of
certain contaminants recorded in well
samples taken by the Navy were at
such high levels they have never been
seen before, and in many cases they far
exceed what we now consider to be safe
levels for drinking water.

The Veterans Administration is
awarding disability benefits to Lejeune
veterans on a case-by-case basis today,
but that is a slow and unpredictable
process, while many are suffering with-
out adequate health care. It is my hope
in the coming weeks we will finally
pass critical legislation in this Con-
gress to require the VA to take care of
these veterans and their family mem-
bers. Many of them are ill from expo-
sure-related conditions and have no
other means of getting health care.
They are rightly looking to the VA and
to the Congress for help. If we can get
this legislation passed, it will be a
starting point on the road to doing the
right thing for those who have sac-
rificed so much for our Nation.

I think it is absolutely a crime that
some 40 years later we haven’t even
completed the studies to understand
the severity of the problems we have. 1
might add that some of the service-
members and some of the family mem-
bers who served at Camp Lejeune dur-
ing this time are no longer with us. It
may be hard to reconstruct exactly
why, but I can assure you, when some
estimate there are 10 times the number
of male breast cancer cases from people
who lived on that base during that
time, one might conclude it was a
hotspot based upon its drinking water.

My hope is this Congress will move
forward with a very small initial step,
but also make a commitment to these
family members and servicemembers
to not quit until we do the right thing.

This week the Supreme Court is
going to rule on the President’s health
care law. One would have to live under
a rock not to realize it is going to hap-
pen Thursday morning at 10 o’clock.
We have waited patiently every time
the Supreme Court has rolled out their
announcement for the last 3 weeks of
cases they have decided as the Court
comes to the end of their session this
summer.

Two years ago, then-Speaker NANCY
PELOSI told Americans, ‘“We have to
pass the bill so that you can find out
what’s in it.”” Let me repeat that: “We
have to pass the bill so that you can
find out what’s in it.” It seems fitting
that we stop and take stock of what
the American people have learned
about the President’s health care law
over the past 2 years.

The American people have found they
can’t afford the President’s health care
law. The Medicare Chief Actuary, in
his final estimate of the health care
law, projected it will increase health
care spending across the economy by
$311 billion. That is a 10-year number,
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but understand the President promised
the health care law would reduce cost.
It wasn’t a goal. He promised it would
reduce cost. Unfortunately, it has
made things worse by increasing health
care costs. And I think the estimate
given by Medicare’s Chief Actuary is
probably a very conservative esti-
mate—an increase of $311 billion.

Growth in U.S. health care spending
will almost double by 2014 due to the
President’s new law. This is at a time
when we already are in a situation
where we are on a financially
unsustainable path. The predictions
the President’s health care law would
increase insurance premiums are al-
ready being felt by the American peo-
ple. Depending upon where you live,
who you are an employee of, and
whether you buy your own insurance
depends on how hard you have been hit,
but there is nobody in America who
has not seen their premium go up since
Congress passed this health care bill
that was supposed to reduce the cost of
health care.

The Congressional Budget Office esti-
mated the new law will increase health
insurance premiums by 10 to 13 per-
cent. This means a family purchasing
coverage on their own will have to pay
$2,100 a year more because of the Presi-
dent’s health care law. And by the way,
10 to 13 percent is what many Ameri-
cans have felt as an increase on an an-
nual basis.

New taxes. New taxes on lifesaving
drugs, devices, and health plans. Think
about that, with the hour I just fin-
ished. I talked about the fact Congress
needs to be focused on the efficiencies
of government, and how we bring inno-
vative products, devices, pharma-
ceuticals, biologics, and generics to the
marketplace. Yet embedded into
ObamaCare are new taxes on drugs, de-
vices, and health plans.

The American people haven’t felt
this yet. At a time we are supposed to
be passing legislation to bring down
health care costs, not only does the
Congressional Budget Office say this is
going to increase premium cost, not
only does the President’s Chief Actu-
ary—CMS is under the executive side of
government, not under Congress’s au-
thority—say health care spending
across the economy, based upon the
health care law, is going to be $311 bil-
lion, we have yet to kick in the new
taxes on lifesaving drugs, devices, and
health plans, which will drive up con-
sumer cost and additionally drive up
premium cost.

Just after passage of the new law in
May 2010, the Director of the Congres-
sional Budget Office said:

Rising health costs will put tremendous
pressure on the Federal budget. In CBO’s
judgment, the health legislation enacted ear-
lier this year does not substantially diminish
that pressure.

The question is what were we think-
ing? And now we have the Supreme
Court that will decide whether this is
constitutional. CBO’s latest long-term
fiscal outlook notes that spending on
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health care has been growing faster
than the economy for many years, pos-
ing challenges for Medicare, Medicaid,
State and local government, and the
private sector.

Sometimes this is missed by Mem-
bers of Congress and our constituents.
There is a tremendous cost that we
shift to States and local governments
depending upon how they share in the
Medicaid State obligations for cost
sharing. States are picking up a tre-
mendous amount of additional cost be-
cause of the passage of the President’s
health care plan because we are dou-
bling, through legislation, the amount
of people who are on Medicaid.

So now you are going to get hit by
the increase in your insurance pre-
mium; you are going to get hit by the
increase in overall health care costs;
you are going to get hit by the new
taxes on lifesaving drugs, devices, and
health care plans; and, oh, by the way,
you are going to get hit in your State
taxes because of the increased burden
of Medicaid beneficiaries who are in
part funded by the State and are going
to now require States to find new ways
to raise revenue, which is typically
through our State taxes.

CBO was right to conclude that such
rates of growth cannot continue indefi-
nitely because total spending on health
care would eventually account for all
the country’s economic output, which
CBO concludes ‘‘is an impossible out-
come.”

We need real reform that actually
lowers costs, not increases costs. We
need real policy that institutes better
outcomes, not rationing of care. The
American people need to look at what
the President promised when he cre-
ated this legislation. He promised: If
you like your plan, you get to keep it.

Unfortunately, the administration
has estimated that up to 69 percent of
all businesses could lose the ability to
keep what they have as a result of the
administration’s grandfather health
plan regulation. The former Director of
CBO, Doug Holtz-Eakin, warned that
the law ‘‘provides strong incentive for
employers and their employees to drop
employer-sponsored health insurance
for as many as 35 million Americans.”

Well, if employers drop their health
care coverage, how can employees cash
in on the President’s promise to keep
what they have?

Millions of seniors will lose access to
their Medicare Advantage Plan. I am
not quite there, but some of my col-
leagues have reached that magic num-
ber.

Do seniors not deserve choice? Is that
what it is? Do we just want to give
them one thing and no choice? The
truth is we allowed—we didn’t create
it; the private sector created it, but we
allowed the private sector to create
Medicare choice years ago, and for
many seniors they chose to take the
private sector product. Why? Because
it provided more coverage to them. It
provided preventive care. They actu-
ally got covered physicals every year.
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In many cases they didn’t have copay-
ments. In many cases their prescrip-
tions were covered long before we cre-
ated Part D Medicare.

So what does the President’s health
care plan do? It tightens the require-
ments on Medicare Advantage to the
point that some seniors who are on it
today will lose it because it is no
longer an option in the markets they
live in. How in the world can someone
do that and make the promise: If you
like it, you get to keep it?

Health plans offered by religious-af-
filiated organizations will be compelled
to offer products that violate the te-
nets of their faith—a new mandate that
jeopardizes an employee’s existing cov-
erage and infringes on religious liberty.
That is going into ground we have
never entered, and I think there is a
reason we have allowed people to hold
to their moral standards they believe
are important.

Then-Speaker of the House PELOSI
said the health care law will create 4
million jobs—400,000 jobs almost imme-
diately. Yet the Director of the Con-
gressional Budget Office testified that
the new law will reduce employment
over the next decade by 800,000 jobs.

Think about that. Then-Speaker
PELOSI said 4 million jobs—400,000 al-
most immediately—and the CBO Direc-
tor testified we are going to lose
800,000. That is a difference of 4.8 mil-
lion jobs in America.

The President said he was not going
to touch Medicare. We heard that over
and over. He said to seniors: I am not
going to touch Medicare. He had al-
ready taken Medicare Advantage away
as a choice, but he wasn’t going to
touch Medicare. The law took more
than $500 billion out of Medicare, a
health care plan that today is not fi-
nancially sustainable, and the Presi-
dent, in his health care legislation,
shifted $500 billion out of Medicare—
not to put Medicare on a sustainable
path but to fund new government pro-
grams the American people cannot af-
ford.

Arbitrary cuts to providers that jeop-
ardize access to care will not put Medi-
care on a sustainable path for current
and future retirees. What does that
mean? Doctor cuts. We cut the reim-
bursements to doctors, we cut the re-
imbursements to hospitals. We now
have doctors who will not see Medicare
beneficiaries. If you are 65 and you
move to Raleigh, NC, the likelihood is
you are not going to find a primary
care doctor that is going to take you if
you are on Medicare. To that person, to
that senior, that is rationing. I don’t
care how you say it. And the reality is
this bill caused that.

The President promised no family
making less than $250,000 a year will
see any form of tax increase. I just cov-
ered a second ago that the new health
care law is riddled with new taxes and
penalties that directly fall on the mid-
dle class and will harm small busi-
nesses. New taxes on lifesaving drugs,
devices, and health plans are all going
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to be passed on to consumers. It is dis-
ingenuous to say everybody in the sys-
tem is not going to feel the effects of
taxes. They might not be directly on
us, but they are on the products that
constitute our health care system. We
should be advancing policies that help
small business to thrive in America,
not policies that increase health care
costs. We should not be advancing poli-
cies that encourage innovators to ex-
port innovation and good-paying jobs
overseas. We should be advancing poli-
cies that focus on helping to get our
economy back on track.

Unfortunately, the President’s health
care law does just the opposite. Accord-
ing to the U.S. Chamber of Commerce
Survey on Small Business, 74 percent
of small businesses said the health care
spending law makes it harder for their
firms to hire new workers. Thirty per-
cent said they are not hiring due to the
law.

There is only one issue in America:
How do we get the American people
back to work right now? How do we
turn this economy around right now?
We can have all the cuts we want to
have from the standpoint of spending.
But unless we are willing to put Ameri-
cans back to work and get them pro-
ductive and participating in the rev-
enue collection of this country, we are
not going to get on a pathway to finan-
cial sustainability.

This country wasn’t created because
people came here and said: Let’s create
a place called America where every-
thing is free. It was created as an area
of unlimited opportunity. That is why
millions a year come here, for unlim-
ited opportunity, not for unlimited
handouts.

When de Tocqueville left the United
States, he talked about ‘‘the greatest
country in the world,” and he defined
it this way: the capacity of the Amer-
ican people to give of their time and
their resources for people who are in
need. He never mentioned State or Fed-
eral Government.

He talked about a responsibility of
the American people to help somebody
that was down on their luck, hungry,
homeless. Do you know what. For
those of us who are adults, it is our re-
sponsibility to set the example for the
next generation to come and assume
the same individual responsibility. But
now it seems as though all we talk
about is legislation that inserts the
Federal Government or the State gov-
ernment or the local government in the
place of what historically made this
country great, which was our willing-
ness to assume the responsibility our-
selves.

Let me assure you, we shouldn’t be
surprised by the results of the assess-
ment that the government running
health care means job loss and in-
creased costs. We have to make sure we
provide more choice, not less choice.
We have to get the American people en-
gaged in negotiating their health care
costs, not letting the Federal Govern-
ment negotiate their health care costs.
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I came here for the first time 18%
years ago. I worked for a company of 50
employees. I came to the U.S. House of
Representatives and chose the same
plan I had with that small employer in
Winston-Salem, NC. The only dif-
ference was that when I got here, the
Federal Government paid 75 percent
where my employer had paid 75 per-
cent. I paid 25 percent here; I paid 25
percent there. I got exactly the same
plan and the same coverage. Every-
thing was identical.

When I left Winston-Salem to become
a Member of the U.S. House of Rep-
resentatives, my cost of that health
care plan was $105. When the Federal
Government got through negotiating
my same health care plan, it went up
to $160. I knew on day one I did not
want the Federal Government negoti-
ating my health care because it meant
higher prices and no change in cov-
erage.

I think many Americans have real-
ized that about ObamaCare. My hope
and my plea and my prayers are that
Thursday the Supreme Court nullifies
this bill and this Congress is chal-
lenged with going back and step by
step or in a comprehensive fashion
write a health care bill that includes
the participation of the American peo-
ple and puts responsibility on every-
body. Everybody in America should
have the responsibility to pay some-
thing when they go in to access it. It
doesn’t matter whether it is private in-
surance, it doesn’t matter whether it is
Medicare, it doesn’t matter whether it
is Medicaid.

If we want to solve the financial hole
we are in in this country, then we have
to income-test everything that comes
out of the Federal Government. It
means people who have more pay more.
It means people who have less pay
something. But we have to be a coun-
try of unlimited opportunity and not of
unlimited handouts.

A February 2012 Gallup survey found
that 48 percent of small businesses are
not hiring because of the potential cost
of health care. Studies indicate that
the law’s innovative tax killing on
medical devices could cost an addi-
tional 43,000 jobs in America. The
President’s health care bill is the
wrong prescription for America.

Regardless of the Supreme Court’s
decision this week, it is clear: We must
advance commonsense sustainable re-
forms that actually fulfill the promise
to lower health care costs. Without
that America should be outraged and, 1
believe, will be outraged.

Also in the news in the last several
weeks is an issue that is somewhat per-
sonal to me as a member of the Senate
Intelligence Committee, as a former
member of the House Intelligence Com-
mittee, as one who has dealt with the
work of the Intelligence Committee
since the year 2000, and as one who
lived up close and personal with every-
thing that has happened since 9/11. We
have seen an incredible spree of secu-
rity leaks—leaks of classified and sen-
sitive information.
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When I g0 home on the weekends and
there is a news report on something,
my wife will look at me and say: Why
is this reported? There is no reason for
the American people or for anybody in
the world to know about that.

I can tell you it was not that long
ago that even if the press found out,
they would never print it. Today, rou-
tinely there are leaks of classified and
sensitive information. Recently there
has been a series of articles published
that have described, in some cases in
extreme detail, highly classified uni-
lateral and joint intelligence oper-
ations.

I am not talking about suggesting
that it might be there without detail, I
am talking about specifics of what hap-
pened. To describe these leaks as trou-
bling and frustrating is an understate-
ment. They are inexcusable by whom-
ever. Our intelligence professionals,
our allies, and, most importantly, the
American people, deserve better than
what they have seen over the last sev-
eral weeks. I am personally sick and
tired of reading articles about sensitive
operations based on ‘‘current and
former U.S. officials—individuals who
were briefed on the discussions—offi-
cials speaking on condition of anonym-
ity to discuss the clandestine pro-
grams—a senior American officer who
received classified intelligence re-
ports—according to participants in the
program—according to officials in the
room—and individuals none of whom
would allow their names to be used be-
cause the evidence remains highly clas-
sified and parts of it continue today.”

That is the basis on which these
front-page stories run. I am not con-
firming or denying that anything in it
is accurate or inaccurate because as a
member of the committee I sign an ob-
ligation that says no covert action will
I even comment on. Any person who
holds a secret compartmentalized
clearance has an obligation to never
acknowledge the existence of a pro-
gram.

I asked, not long ago, was the drone
program still a classified program? The
answer I got is yes. But the White
House Press Secretary for the last 3
weeks stood at the podium and talked
about drone attacks—on a program
that I technically cannot go out and
acknowledge either exists or does not.

Our freedom, with understanding
that politics trumps security, has
reached a new level. It has to stop and
it has to stop now. The unauthorized
disclosure of classified intelligence at
best violates trust and potentially
damages vital liaison relationships and
at worst it gets people killed. Clandes-
tine operations are often, as I wrote
with Senators COATS and RUBIO in the
Washington Post, ‘highly perishable
and they depend on hundreds of hours
of painstaking work and the ability to
get foreigners to trust our Govern-
ment. I strongly believe that these
leakers are also violating the trust of
the most important constituency of
all—the American people.”
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Even more troubling is that there ap-
pears to be a pattern to these stories
and leaks, that they may be designed
to make the administration look good
on national security. It used to be that
the good stuff was buried by the media
and the worst was run. Not anymore.
Truth be told, rarely have I seen a
story that paints this administration
in a bad light. Then, when we are about
to, the administration invokes execu-
tive privilege. They can do that. That
is OK. But there is a big difference be-
tween invoking executive privilege on
not producing documents for Fast and
Furious, and releasing classified infor-
mation that puts at risk individuals
who are embedded in terrorist organi-
zations, who are doing their job to keep
America safe.

This has crossed the line. I wish this
administration was as concerned about
preventing leaks of classified informa-
tion as it is about keeping a lid on the
information Congress is asking for. As
a member of the Senate Intelligence
Committee I understand firsthand the
grave importance of keeping informa-
tion secure. The unauthorized and
reckless disclosure of classified infor-
mation undermines the hard work of
our intelligence officers and puts lives
at risk, and it jeopardizes our relation-
ship with overseas partners. Congress’s
intelligence oversight committees will
not tolerate it, nor should the Amer-
ican people.

Simply, I come to the floor today to
deliver a message to those individuals
who were briefed on the discussions,
who were part of the program, who
were in the room, who are speaking on
condition of anonymity: Stop talking.
Whatever agenda you have, I can as-
sure you it is not worth the damage
you are causing and the lives you are
putting at risk. We cannot continue to
tolerate leaks at any level or branch of
government.

My colleagues and I are considering
every available legislative option to
ensure the security of the intelligence
community operations and the people
who support them. If you have access
to classified information and are
tempted to leak that information for
whatever reason, I ask you to remind
yourself what you may be hurting and
what trust you are violating and, more
importantly, keep your mouth shut.

The Intelligence Committees on both
sides of the Hill I think will take ac-
tion in their authorization bill to try
to address a structure that brings a
new level of oversight and hopefully
prosecution to those who choose to
leak secrets. In the interim, I am still
considering the fact that for any per-
son who openly talks about a program
that is secret or compartmentalized,
the day they say one word about that
program they lose their top secret
clearance. I would love to see them lose
their pension but I understand how
problematic that is. But at least we
can stop the bleeding by taking away
their access to the conversations or the
meetings they happen to be a partici-
pant in or the information they happen
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to be entrusted with in a fashion that
allows them to go out and publicly talk
about that and jeopardize the lives of
Americans, the lives of our partners
and, more importantly, the security of
the American people.

On August 5, 2011, Standard & Poor’s
downgraded the credit rating of the
United States for the first time in our
history and they cited out-of-control
debt and lack of a serious plan to ad-
dress it as its main reason. Nearly a
year later the administration has done
nothing to remedy this problem. As a
matter of fact, sometime at the end of
this year we are going to run out of our
ability to borrow money. It is called
the debt ceiling. I cannot tell you
today, because we are not told, wheth-
er that is going to happen in October,
November, December, January—but it
doesn’t go much past the end of the
first of the year. I sort of pity the next
President, whoever that is. They are
probably going to get inaugurated one
day and the next day they are going to
have to come to Congress and ask for a
$3 trillion increase in the national
debt.

As difficult as it is for me to say, we
are going to have to do it. The country
has to have the capacity, the capabili-
ties to borrow money to function. But
you would think with this all known
we would take the opportunity now to
begin to change the grotesque spending
habits, to begin to prioritize the in-
vestments we make, that we would at-
tempt to reform the programs that
cost us the most and lead to an
unsustainable financial future for the
United States—a country that will
soon be $17.8 trillion in debt, a debt I
will not be here to pay back but my
children and my grandchildren will.

You have to ask yourself as a parent:
Is that fair? The answer is it is not. In-
stead of doing anything, last year the
debt ceiling needed to be increased by
$2.1 trillion. We are about to blow
through it. Why? Because we spend $1
trillion more on an annual basis than
what we collect. There is no business,
no family, no institution in the world
that could spend $1 trillion more than
they collect and be in business—nor
can this country. The time is running
out.

By the way, it is hard to put a cal-
culation on $1 trillion. What is $1 tril-
lion? It is 100 percent of the Federal in-
vestment in K-12 education, 100 percent
of the Federal investment in higher
education, it is 30 percent of the VA
budget, it is 100 percent of the National
Institutes of Health; it is 100 percent of
the cost of the National Science Foun-
dation, it is 100 percent of the Federal
partnership with States and localities
for infrastructure—bridges, roads, side-
walks. It is 100 percent of our national
defense, it is all branches of the mili-
tary, active and reserve, all bases of
the military, domestic and foreign. It
comes up to about $942 billion. If you
want to balance this year’s budget you
have to cut everything I just talked
about and find $60 billion more, just to
balance this year’s budget.
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The take-away from this is we are
not going to delete our national secu-
rity. We are not going to decrease our
investment in the National Institutes
of Health, National Science Founda-
tion. We are going to be a partner in K-
12 and higher education. There are a
lot of places we can cut and should
prioritize and we can do it, but the
take-away is we can’t get there unless
we are willing to reform entitlements,
unless we are willing to look at where
the majority of the money is spent. We
cannot get there.

We have to do something. I tell you
it starts with addressing the imbalance
we have in spending and collection
right now—not next year.

Consistent with this is the Senate
still has not passed a budget. In fact,
the President’s own budget did not re-
ceive a single vote in Congress when we
voted on it. I should not laugh. We are
on track for another year with a $1
trillion deficit. How could anyone run
their company on an annual basis with-
out a budget, without a financial road-
map as to what they do? But now, for
over 1,000 days the U.S. Senate has not
passed a budget. And the law says we
have to do it. That is incredible. It is
absolutely incredible. Over the last 3%
years we have added $5 trillion to the
national debt, more than in the pre-
vious 8 years combined, and current es-
timates by the CBO put Federal debt at
70 percent of our gross domestic prod-
uct by the end of this year.

We are reaching irreversible levels of
debt, as it relates to the size of our
economy. It is unsustainable and it is
dangerous for the fiscal health of our
country. The status quo needs to
change. Congress needs to address the
impending fiscal cliff or risk another
downgrade in the coming months.

We can accomplish this by passing a
budget that moves us toward balance.
We can accomplish this by reforming
entitlements and not putting Band-
Aids on issues for another time. Our
debt will begin to decrease when we put
the American people back to work and
we get policies in place that encourage
the investment of capital.

How about something novel? Why
don’t we reform our Tax Code? Give me
the ability to go to a small business in
North Carolina and tell them they are
going to pay exactly the same thing
GE pays. It is hard for me to explain
how they pay 36 percent and GE paid
nothing. I am not faulting GE, don’t
get me wrong. That is exactly what the
Tax Code currently says. That doesn’t
make it right. It doesn’t mean we have
an obligation to leave it like that in
the future. I look at it as an oppor-
tunity for us to bring equity. But as we
bring equity, why don’t we bring
everybody’s obligation—their rates—
down. It is time for us to reform indi-
vidual corporate taxes in America, to
do away with loopholes and deductions,
to flatten the rates for everybody, to
broaden the participation by more
Americans. Guess what. If we do that,
we will be like a magnet for global cap-
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ital. What does it take to create jobs in
the United States? It takes an invest-
ment. Reform the Tax Code, flatten the
rates, broaden the base, and we will at-
tract capital that will flee to America
and create jobs like we have never
seen. At a time where the world con-
tinues to try to figure out how to get
out of a hole, we have an option to do
it.

I yield to the Senator from Iowa.

Mr. HARKIN. Madam President, I
ask unanimous consent that Senator
BURR have the time until 4:40 p.m.;
that I be recognized for up to 5 min-
utes, following the remarks of Senator
BURR; further, that after my remarks,
all remaining time be yielded back, the
motion to concur with an amendment
be withdrawn, and the Senate proceed
to vote on adoption of the motion to
concur in the House amendment to
31817.

The PRESIDING OFFICER (Mrs.
SHAHEEN). Is there objection? Without
objection, it is so ordered.

Mr. HARKIN. I thank the Senator
from North Carolina.

Mr. BURR. I thank the Senator from
Iowa. So I just gave us a recipe for
solving our economic crisis in America.
Some might say it will not work. I
don’t know. I think it will. I can say
this. What we are doing is not working.
We are not putting anybody back to
work. We are still losing. My State of
North Carolina has 9.4 percent unem-
ployment. How long does it have to
continue before we look at it and say
this might be a systemic problem? Can
we recover from this?

How many law school graduates can
we look at this year where 60 percent
of the class of graduates from the first
of May to the end of June doesn’t have
a job? As a parent, I always thought
the toughest job was to make sure my
kids got in school and that they grad-
uated in 4 years. Now the greatest bur-
den on a parent is to make sure when
they get out, they get a job that has a
paycheck and maybe that check puts
them in a situation where they are
self-sustainable. That is not the prom-
ise we made to our kids and that ought
to be the driving force behind every
adult in this country demanding a
change.

Most of our kids did exactly what we
asked them to do—stay in school,
make good grades, go to college, get a
major. If they do that, they will be
guaranteed a job and an unlimited fu-
ture. Now the seniors who graduate
from college who are not finding a job,
their experience is being questioned by
their little brother or sister at home
who is struggling to get through high
school and wondering why they want to
do 6 more years of education if their
older sibling can’t find a job.

It doesn’t have to be like this. All we
have to do is muster up the backbone
we need to pass legislation that creates
the atmosphere for capital to be in-
vested in job creation.

I am not rich, but I am getting tired
of us dividing America in as many
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pieces as we can divide it. We already
divide it based on political boundaries.
Now we are trying to divide it on ev-
erything we can find. Yet for every pol-
itician when they give that big speech
on TV, they boil it down to this is
about America. But when we look at
the campaign rhetoric out there, they
slice it and dice it and try to divide it
in many ways. Let me assure everyone,
we are not going to solve this if Amer-
ica doesn’t solve it. It is not going to
be solved in the Halls of Congress un-
less the American people demand it. It
is not just one segment of America; it
is all segments of America.

I talked about de Tocqueville’s defi-
nition of the greatness of America ear-
lier. He didn’t point out some Ameri-
cans who did it good or did it right. He
looked at America as one.

As a matter of fact, when we look
historically at this country—and I re-
alize I only have a couple minutes left;
I will be brief. When the Capitol dome
was torn off and the new construction
started, it was because of the wing we
are currently in, the Senate, and the
identical wing that was built on the
House side. When those wings were
added, architecturally, the dome that
was on top of the Capitol was out of
proportion, and that dome was called a
Bulfinch dome. In about 1851 or 1852,
they started building the dome we see
today, made of 9 million pounds of cast
iron. As that dome was about one-third
of the way finished, Abraham Lincoln
was President, and they could actually
watch the Civil War battles across the
Potomac on the other side of the river.

Then came the end of the war and
Lincoln was President and had every
right to be punitive to the South be-
cause they lost. I challenge everybody
to go back and read Lincoln’s speeches
after the Civil War. Remember, the
first action was to let every southerner
go and keep their gun because he knew
they needed to eat. In every speech
President Lincoln gave after the end of
that conflict where he could have in his
remarks been punitive to the South,
President Lincoln talked about one Na-
tion, one people. As the leader of the
United States, he understood his single
job was to bring this country back to-
gether. Even though he probably had
the greatest reason to draw division in
America, he refrained from that temp-
tation and spent all his time redefining
what makes America great; that is, a
united country of people.

In the temptation to win elections
and the temptation to show the high-
lights or successes of one party over
the other, I will conclude with this: As
leaders in the country, we have a real
opportunity to set by example how we
go forward. Let’s quit the political di-
visions. Let’s start it with the two
Presidential candidates. Don’t slice
and dice America to where it is that
group against this group and that
group. Let’s realize if we want to
change the direction of this country,
somebody has to stand and bring Amer-
ica together. My belief is we need to do
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it now or there may not be another op-
portunity.

I can look at my good friend Senator
HARKIN and myself and we are at an
age where we are not going to dras-
tically change the future. We made the
bed we are going to sleep in. But for
our children and our grandchildren, the
impact of what we do can drastically
change the opportunities they have for
a lifetime.

I would love to leave this institution
believing we have had an impact that
extends prosperity and opportunity for
generations to come. But for a major-
ity of the 2%-plus hours I have taken
today, if we don’t have the backbone to
take it on, it is not going to happen. If
we don’t do it, nobody else will. Let’s
demand that the leadership we put in
place is willing to show the leadership
needed to bring this country back to-
gether for a common purpose. That
purpose is to be a country of unlimited
opportunities, where everybody is
being treated fairly.

I thank the Presiding Officer for her
attention.

I yield the floor.

NEW ANTIBIOTICS

Mr. MENENDEZ. Madam President, I
ask to be recognized to engage in a col-
loquy with my good friend from Iowa,
the Chairman of the HELP Committee,
Senator HARKIN.

I want to thank the Chairman for his
leadership on this bill, the Food and
Drug Administration Safety and Inno-
vation Act. This is a critically impor-
tant piece of legislation and I am proud
to support it. I wanted to ask the Sen-
ator to clarify something for me re-
garding language in the bill dealing
with the development of new anti-
biotics. This bill contains language to
incentivize the development of anti-
biotics, both for newly-discovered in-
fections where antibiotics do not yet
exist as well as for those resistant in-
fections where currently available an-
tibiotic treatments may no longer
work. These incentives are available
for qualified infectious disease prod-
ucts, that is, products intended to
treat serious or life-threatening infec-
tions, including those caused by resist-
ant gram positive pathogens and multi-
drug resistant gram negative bacteria.
It is my understanding that products
intended to treat serious or life-threat-
ening infections caused by gram nega-
tive anaerobic bacteria are also consid-
ered qualified infectious disease prod-
ucts, and therefore eligible for the in-
centives contained in this provision. Is
that the case?

Mr. HARKIN. I thank my friend from
New Jersey for the opportunity to clar-
ify this point. The Senator is correct
that this provision aims to provide in-
centives in the form of extended mar-
ket exclusivity for certain anti-
bacterial and antifungal drugs that
treat serious or life-threatening infec-
tions. He is also correct that the list of
qualified pathogens in the legislation
is illustrative, and not exhaustive.
Products intended to treat serious or
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life threatening infections caused by
gram negative anaerobic bacteria
would be qualified infectious disease
products and would therefore be eligi-
ble for the 5 years of extended market
exclusivity.

Mr. MENENDEZ. I appreciate the
Senator clarifying that point. As he
knows, infections caused by gram nega-
tive anaerobic bacteria such as
Bacteroides and Garnerella have a dis-
proportionate impact on women of
color and cause an increased risk of
HIV infection and complications of pre-
term labor. I am pleased that this bill
takes the steps necessary to ensure
treatments for these infections can
come to market and help those in need.
Again, I thank the Senator for his lead-
ership on this bill and for clarifying
this point today.

Ms. MIKULSKI. Madam President, I
come to the floor to talk about anti-
biotic resistance, a public health
threat to Americans across the coun-
try. I have heard first hand from hos-
pitals, health care providers, public
health officials, scientists, and life
sciences companies in Maryland that
we need new antibiotics in our arsenal.
Bacteria, like viruses, are crafty and
constantly evolving to thwart existing
treatments. Everyday, Americans are
infected by multi-drug resistant mi-
crobes.

In most instances, antibiotics, much
like vaccines, are not meant to be used
everyday to treat a condition for
months, years, or a lifetime. You use
antibiotics sparingly, so you do not
build up resistance. Yet, drug develop-
ment for these infectious pathogens
can take just as long as developing any
other drug whether it is for HIV, heart
disease, or cancer. Because antibiotics
are used for a short period of time,
they are not really profitable to the
companies investing the time and
money to develop the product. There
are not many small start-up companies
or big pharma companies that want to
take the risk. Research and develop-
ment costs hundreds of millions of dol-
lars, so these companies are reluctant
to invest in a safe and effective drug
that doctors are told to use sparingly.
Bottom line, developing a next genera-
tion Viagra pill is far more profitable
for shareholders.

So, House and Senate Republicans
and Democrats came together and
worked on a bipartisan bicameral solu-
tion to incent development of drugs to
treat serious or life-threatening bac-
terial infections. We need to get more
antibiotics in the drug development
pipeline. We are running out of anti-
biotics to treat MRSA, tuberculosis,
acute pelvic infections, complicated
urinary tract infections, or com-
plicated intra-abdominal infections.
There are many anaerobic gram nega-
tive and anaerobic gram positive bac-
teria that are fatal, cause lifelong inju-
ries, increase the transmission of HIV
and other sexually transmitted dis-
eases, or affect the reproductive and
gastrointestinal tracts.
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Title VIII of our bill, provides incen-
tives for the development of antibiotics
to treat serious or life-threatening in-
fections, including infections where
tolerance and resistance to existing
antibiotics make them ineffective. We
need to clear up infections that can
cause poor outcomes for patients or
negatively impact the public’s health.

This bill will increase exclusivity for
manufacturers that invest the time as
well as the research and development
dollars to bring new antibiotics to the
market that knock out infections that
cause pre-term labor or target bac-
terial infections in patients with
unmet needs.

Mr. LEAHY. Madam President, I am
pleased that Congress will finally send
to the President the bipartisan Food
and Drug Administration Safety and
Innovation Act, FDASIA. This legisla-
tion previously received overwhelming
support in the Senate and was passed
by the House of Representatives by a
voice vote just last week. This final ac-
tion by the Senate will reauthorize the
prescription drug user fee program and
medical device user fee which are set
to expire on October 1, 2012. It will also
authorize two new provisions to allow
the FDA to review and approve generic
drugs and biosimilar drugs in a timely
manner. Importantly, this bill includes
several provisions that I have sup-
ported to prevent access to dangerous
drugs.

Passage of the FDASIA will help stop
drug shortages that affect thousands of
Americans. I have heard from a number
of Vermonters concerned about the un-
certainty of availability of lifesaving
drugs and devices. While the FDASIA
will not stop all drug shortages, I hope
it will give Vermonters who depend on
these medications relief knowing more
steps are being taken to ensure these
shortages don’t happen.

This legislation also includes an im-
portant provision I have been proud to
author to address the problem of coun-
terfeit drugs. In March, the Senate
passed by unanimous consent bipar-
tisan legislation that I introduced with
Senator GRASSLEY to deter the sale of
counterfeit drugs. The Counterfeit
Drug Penalty Enhancement Act, S.
1886, has the support of groups such as
the Alliance for Safe Online Phar-
macies, the Easter Seals, and the U.S.
Chamber of Commerce. The legislation
is consistent with recommendations
from the Intellectual Property En-
forcement Coordinator and the admin-
istration’s Counterfeit Pharmaceutical
Interagency Working Group. I am
pleased that a compromise version of
this legislation will become law as part
of S. 3187.

I am also glad that the final bill in-
cludes important provisions addressing
the issue of synthetic drugs. These pro-
visions correspond to three bills that
the Senate Judiciary Committee
passed last year—the Combating Dan-
gerous Synthetic Stimulants Act, S.
409; the Combating Designer Drugs Act,
S. 839; and the Dangerous Synthetic
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Drug Control Act, S. 605. I was glad to
move these bills through the com-
mittee last year and to work to try to
pass them in the full Senate. They ad-
dress substances commonly known as
“bath salts” and other synthetic drugs
that have no legitimate use and can
too easily be obtained under current
law. Bath salts have resulted in a num-
ber of reports of individuals acting vio-
lently in the United States, including
in Vermont, and have led to injuries to
those using them and to others.

I thank Senators KLOBUCHAR, GRASS-
LEY, PORTMAN, and SCHUMER for their
leadership on this issue. I was glad to
be able to work with them and with
Senator HARKIN to support including
these important provisions in the FDA
bill and keeping them there in negotia-
tions with the House. It is good that we
are able to make real progress in this
area.

I am also glad that we are moving
forward on this issue in a responsible
way after appropriate consideration.
Adding chemicals to schedule I of the
Controlled Substances Act has serious
consequences and is not a step that we
should undertake without careful con-
sideration. We will continue to study
this issue and consult with the DEA,
FDA, and others going forward.

I note also that Senator PAUL has ex-
pressed serious concerns about the
mandatory minimum sentences con-
tained in the Controlled Substances
Act, mandatory sentences that are ex-
panded every time we schedule new
substances. I appreciate those con-
cerns. As more and more of our crimi-
nal justice budget goes to housing
more and more people in prison for
ever longer periods of time, rather than
supporting prevention programs and
law enforcement which can more effi-
ciently and effectively reduce crime,
we have to rethink our reliance on
mandatory minimum sentences, par-
ticularly for nonviolent drug offenses.
In the future, I intend to work with
Senator PAUL and others on this vital
issue.

Finally, I am pleased that the final
FDASIA includes language to protect
the public’s ability to access informa-
tion under the Freedom of Information
Act, FOIA. This bill will allow the
Food and Drug Administration, FDA,
to obtain important information about
drug inspections and drug investiga-
tions undertaken by foreign govern-
ments, while at the same time ensuring
that the American public has access to
information about potential health and
safety dangers. This provision carefully
balances the need for the government
to keep some information confidential,
with the need to ensure free flow of in-
formation in our democratic society. A
number of Senators, including Senator
HARKIN and Senator ENZI, and a num-
ber of open government and consumer
groups, including
OpenTheGovernment.org and Public
Citizen, worked with me to protect the
public’s access to FDA information in
this bill.
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Sending this legislation to the Presi-
dent’s desk will save lives. The Sen-
ate’s action will also mitigate the un-
certainty facing the FDA should these
user fees expire. I am pleased to sup-
port this legislation and urge other
Senators to do so as well.

The PRESIDING OFFICER. The Sen-
ator from Iowa.

Mr. HARKIN. Madam President, we
are about to move to a vote on the
FDA reauthorization bill, a bill which I
have said earlier we spent more than 1
year working on in committee. It has
had a lot of input from Senators on all
sides, including industry stakeholders
and consumer groups. This is the result
of a wide collaboration on all these
issues.

I wish to respond to a couple things
my friend from North Carolina—and he
is my friend—said earlier about the
amendment he was concerned about on
the track-and-trace amendment. The
Senator from North Carolina talked
about speed. He said we were rushing
this through. The vote in the Senate
was 96 to 1. The House vote was unani-
mous. That doesn’t happen if a bill is
being rushed through. Anybody who
tries to rush a bill is not going to get
96 votes in the Senate or a unanimous
vote in the House.

Again, my friend questioned how
hard we tried to get the track-and-
trace provision included in the con-
ference report. I might turn the ques-
tion around and question how hard the
Senator from North Carolina and the
Senator from Colorado worked to get
this included. We have been working on
this bill for over 1 year. My friend, a
good member of the committee, and his
staff has been very much involved in
many aspects of this bill. So I wonder
why the amendment was dropped on
our staff 1 day before filing the bill at
the midnight hour. I might also point
out that on September 14, 2011, our
committee had a hearing on the supply
chain issue. The record will show that
I, the chairman, was the only one to
raise the issue of track and trace at
that hearing.

Two weeks before markup, Senator
BURR and Senator COBURN introduced
an FDA bill. Senator ENZI's staff and
my staff worked for 2 weeks to incor-
porate elements of this bill into the re-
authorization. These are elements of
the bill that were introduced 2 weeks
before by the Senator from North Caro-
lina, Mr. BURR, and Senator COBURN.
So our staff spent 2 weeks trying to in-
corporate elements into the bill, and
they did. We did incorporate a lot of
elements. I would point out there was
nothing that mentioned track or trace
that was in that bill that was intro-
duced 2 weeks before.

Again, I just say, if this was so im-
portant, why wasn’t it in their bill? If
it was so important, why did they wait
until Sunday evening at 6:20 p.m., the
day before filing, to get the language?
Again, who is trying to rush what? We
did not try to rush anything, but when
we get something dropped in our lap at
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6:20 p.m. the night before the filing, it
is hard to build a consensus, and that is
what this bill is. We did go to con-
ference on this, but this issue involves
a lot of different players, and we could
not get that consensus.

So I say to my friend from North
Carolina, we are still working on this.
We will work on it in good faith, but
we have the State of California, we
have the pharmaceutical manufactur-
ers, we have drugstores, we have con-
sumers, we have a lot of people out
there who have something to say about
this, and we have to build that coali-
tion in order to get a good track-and-
trace bill through.

We are now about to vote on the crit-
ical FDA bill reauthorizing user fees,
modernizing FDA’s authority in sev-
eral meaningful and targeted ways, ad-
dressing the drug shortage problem,
streamlining the device approval proc-
ess, enhancing our global drug supply
chain authority and all the while main-
taining and improving patient safety.
Because this bill will directly benefit
patients and the U.S. biomedical indus-
try, it is critically important to the
agency, industry, and most important
to patients that we get this done.

I urge my colleagues to vote for final
passage and pass this bill. It is the
same bill the House passed unani-
mously. Once it is done here, we can
send it to the President and get it
signed and move ahead with a good re-
authorization of the Federal Food and
Drug Administration.

The PRESIDING OFFICER. Under
the previous order, the motion to con-
cur with amendment No. 2461 is with-
drawn.

The question is on agreeing to the
motion to concur in the House amend-
ment to S. 3187.

Mr. HARKIN. I ask for the yeas and
nays.

The PRESIDING OFFICER. Is there a
sufficient second?

There appears to be a sufficient sec-
ond.

The clerk will call the roll.

The legislative clerk called the roll.

Mr. DURBIN. I announce that the
Senator from Colorado (Mr. UDALL) is
necessarily absent.

Mr. KYL. The following Senators are
necessarily absent: the Senator from
Utah (Mr. HATCH), the Senator from Il-
linois (Mr. KIRK), and the Senator from
Arizona (Mr. MCCAIN).

Further, if present and voting, the
Senator from Utah (Mr. HATCH) would
have voted ‘‘yea.”

The PRESIDING OFFICER. Are there
any other Senators in the Chamber de-
siring to vote?

The result was announced—yeas 92,
nays 4, as follows:

[Rollcall Vote No. 168 Leg.]

YEAS—92
Akaka Bennet Brown (MA)
Alexander Bingaman Brown (OH)
Ayotte Blumenthal Cantwell
Barrasso Blunt Cardin
Baucus Boozman Carper
Begich Boxer Casey
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Chambliss Johanns Portman
Coats Johnson (SD) Pryor
Cochran Johnson (WI) Reed
Collins Kerry Reid
Conrad Klobuchar Risch
Coons Kohl Roberts
Corker Kyl Rockefeller
Cornyn Landrieu Rubio
Dot Loany T Schumer
Enzi Levin Shelby
Feinstein Lieberman Snowe
Franken Lugar
Gillibrand Manchin Stabenow
Graham McCaskill Tester
Grassley McConnell Thune
Hagan Menendez Toomey
Harkin Merkley Udall (NM)
Heller Mikulski Vitter
Hoeven Moran Warner
Hutchison Murkowski Webb
Inhofe Murray Whitehouse
Inouye Nelson (NE) Wicker
Isakson Nelson (FL) Wyden
NAYS—4

Burr Paul
Coburn Sanders

NOT VOTING—4
Hatch McCain
Kirk Udall (CO)

The motion was agreed to.

Mr. HARKIN. Mr. President, today,
with final passage of the FDA Safety
and Innovation Act and the reauthor-
ization of the FDA user fee agree-
ments, we have helped both the FDA
and the biomedical industry ensure
that they can get needed medical prod-
ucts to patients quickly. This legisla-
tion, now headed to the President for
his signature, will ensure that the FDA
can swiftly approve drugs and medical
devices, save biomedical industry jobs,
protect patient access to new thera-
pies, and preserve America’s global
leadership in biomedical innovation. It
will keep patients safer by modernizing
the FDA’s inspection process for for-
eign manufacturing facilities, while
also improving access to new and inno-
vative medicines and devices. It will
reduce drug costs for consumers by
speeding the approval of lower cost ge-
neric drugs and help prevent and miti-
gate drug shortages.

Finally, by improving the way FDA
does business, increasing account-
ability and transparency, U.S. compa-
nies will be better able to innovate and
compete in the global marketplace.

With the FDA Safety and Innovation
Act ready to be signed into law, we
have taken an important step to im-
prove American families’ access to life-
saving drugs and medical devices.

As I have said throughout this de-
bate, the bipartisan process that pro-
duced this excellent bill has been a
shining example of what can be
achieved when we all work together in
good faith. I worked very closely with
my colleagues on both sides of the
aisle, as well as industry stakeholders,
patient groups, and consumer groups,
to solicit ideas and improvements on
the critical provisions in this bill. We
have a better product thanks to every-
one’s input.

My colleague, Ranking Member ENZI,
deserves special recognition, and I ex-
tend my sincerest gratitude to him.
Without his strong leadership and co-
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operation in this open bipartisan proc-
ess, we would not have the exceptional
consensus measure we have today. So I
thank Senator ENZI for his partnership
and collaboration throughout the past
almost year and a half.

I wish to specifically thank the staff
of Ranking Member ENZI, as they have
devoted countless hours to working
with my staff and others throughout
this process to build consensus for this
legislation.

I thank Frank Macchiarola, Chuck
Clapton, Keith Flanagan, Melissa Pfaff,
Grace Stuntz, Katy Spangler, and
Roley Swinehart. I sincerely thank
them for their tireless efforts and loyal
commitment to this cause.

I also thank all of the HELP Com-
mittee members as well as other Sen-
ate Members and their staffs who were
thoroughly engaged with this process
from the beginning as part of the bipar-
tisan working groups. Each of you has
contributed significantly to this legis-
lation, and I am sincerely grateful for
your contribution.

I also recognize Chairman UPTON and
Representative WAXMAN, as well as
their staffs, who worked tirelessly to
reconcile the differences between the
Senate and House legislation.

Of course, I thank my own staff on
the HELP Committee, who have spent
many a night and weekend with Sen-
ator ENzI's staff, other Members’ of-
fices, and our colleagues in the House
working to come to consensus on the
critical policy issues in this legisla-
tion.

First of all, I thank our staff director
Pam Smith, and I especially want to
note the tremendous work done by
Jenelle Krishnamoorthy through this
last almost 15 months or more, for
pulling people together and working on
weekends. I don’t know how she does
it, and she still has time for the twins.
It is remarkable, but she does it, and it
is done remarkably well, and I thank
Jenelle especially for her great leader-
ship.

I also thank Elizabeth Jungman, Bill
McConagha, Kathleen Laird, Dan Gold-
berg, Justine Sessions, Kate
Frischmann, Elizabeth Donovan, Frank
Zhang, and Evan Griffis.

I also thank our former staff director
Dan Smith, who left the committee as
staff director a couple of months ago,
but he was very much involved in this
until the time of his departure.

I also thank the Congressional Budg-
et Office for their knowledgeable and
capable team that was willing to work
around the clock sometimes to esti-
mate the budgetary effect of the legis-
lation.

We also owe our gratitude to the
staff members in the Legislative Coun-
sel’s Office—specifically Stacy Kern-
Scheerer and Kim Tambor. This bill is
a result of tremendous effort by their
team to draft and redraft provisions in
this measure, as well as address tech-
nical issues well into the nights and
over weekends. I thank them profusely
for their dedication.
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This bill’s final passage is a victory
for millions of Americans who need
medicines or medical devices, a victory
that would not have been possible
without the dedicated work of our Sen-
ate family.

The PRESIDING OFFICER. The ma-
jority leader is recognized.

————

SMALL BUSINESS JOBS AND TAX
RELIEF ACT—MOTION TO PROCEED

Mr. REID. Mr. President, I now move
to proceed to Calendar No. 341, S. 2237.

The PRESIDING OFFICER. The
clerk will report the motion.

The legislative clerk read as follows:

Motion to proceed to Calendar No. 341, S.
2237, a bill to provide a temporary income
tax credit for increased payroll and extend
bonus depreciation for an additional year,
and for other purposes.

Mr. REID. Mr. President, I made a
commitment to proceed to a b5-year
flood insurance bill following the farm
bill. We have done that. It is the right
thing to do. It is an extremely impor-
tant piece of legislation. So I have
lived up to that commitment. I had
hoped the broad support we have for
this extremely important bill would
allow us to reach an agreement and fin-
ish the bill in a relatively short period
of time.

As everyone knows, the senior Sen-
ator from Arkansas has had some
issues with the bill. I have suggested
that he have a vote. From talking to
my Republican friends, they do not
have a problem with that, giving him a
vote. Unfortunately, as happens around
here more often than I would like, we
have not been able to reach agreement
because a small group of Republicans is
stopping us from doing this.

So my options are really very limited
at this stage. I can file cloture and put
at risk our ability to complete action
on student loans and the Transpor-
tation bill. That is what it would do be-
cause if I file cloture, we will have to
have a cloture vote on this on Thurs-
day. And I would have to file cloture
twice because there is the bill and
there is the substitute, which every-
body agreed was the right thing to do
to move forward on the substitute.
That is two votes, so at least 60 hours.
The flood bill is a very important piece
of legislation. It is not something we
have to complete the day after tomor-
row, but it is something we have to
complete a month from now. So do I
file cloture and put at risk these im-
portant pieces of legislation, meaning
the Transportation bill, the student
loans—put everything at risk—or I can
give supporters of this bill time to try
to come to an agreement on limiting
the number of amendments.

I really believe the right thing to do
is to give the people who want this bill
passed, Democrats and Republicans,
people who support this extremely im-
portant piece of legislation, a day or
two to figure out if they can get some-
thing done. I hope they can. I honestly
do. So I am not filing cloture on this
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bill as I had really actually con-
templated. I hope my Republican
friends will work with us to get this
bill done.

This is a bill that deals with flood in-
surance. I have spoken to a number of
Republican Senators, including Sen-
ator VITTER, who is the person who has
spoken out on this more than anyone
else, and he acknowledges that there
may be a few relevant amendments
that we should have on this bill. I do
not care. That is fine with me. Let’s
set up a list of amendments and finish
this bill. So I hope we can get that
done. I really do. We should not get in
a legislative morass on a bill that is ex-
tremely important for the country no
matter what part of the country you
live in. The dry deserts of Nevada, this
is an important piece of legislation;
the wetlands of Florida and Louisiana,
very important piece of legislation. So
I hope we can get this done.

Let me just say another word or two.
I am very pleased to say that we are
close to an agreement to prevent stu-
dent loan rates from doubling for 7 mil-
lion young men and women. That
would happen at the end of the week.
So I appreciate the leadership of Presi-
dent Obama. He has pushed forward on
this for a long time. He has given many
public statements in this regard. He
has been talking to students around
the country. He was in New Hampshire
yesterday talking to students. They
waited in the rain to hear him talk. He
has been working with leaders in Con-
gress to ensure that students will not
pay the extra $1,000 to get a degree.

I would remind my colleagues, the
Republicans, including the Speaker,
my friend, were willing to give up on
this issue a few weeks ago. We are not
willing to give up on this issue. I am
glad my Republican colleagues have
agreed we should not give up on this
issue. We do not want to let the rates
double. Leader CANTOR even said Re-
publicans were done legislating. Re-
member that? But with the President’s
leadership and our persistence and the
help of my valiant Republican friends,
we are going to be able, with a little
bit of good luck, to protect 7 million
students. I hope that is, in fact, the
case.

I appreciate the diligent work of the
chairman of our committee, Senator
HARKIN. Senator JACK REED has worked
very hard on this, as have other Sen-
ators. I am leaving a few out, but I am
certainly not doing that intentionally.

I hope everyone understands the leg-
islative issues we have to work to to-
ward the end of this week. I hope we
can get it done. I hope we do not get
trapped in one of these Senate proce-
dural bogs where we are going to have
to be here Friday, Saturday. You know,
I hope we do not have to do that. There
is no reason to. We can get all of our
work done, but we do need a little bit
of cooperation.

The PRESIDING OFFICER. The Sen-
ator from Tennessee.
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FOOD AND DRUG ADMINISTRATION SAFETY AND
INNOVATION ACT

Mr. ALEXANDER. Mr. President, I
congratulate Senators HARKIN and
ENzI1, their staffs, and all who worked
for 15 months on this important piece
of legislation. I have watched the Sen-
ate for a long time—first as a staff
member and then as a Senator—and it
has always been a little messy and
complicated. There are always dis-
agreements. That is the purpose of the
Senate, to work out arguments. But
over the last few months, this Senate
has done a much better job of oper-
ating in the way the American people
expect us to operate. We are all here to
try to get results after we state our po-
sitions. This bill especially affects the
health and safety of millions of Ameri-
cans. Almost every American family
buys the prescription drugs and med-
ical devices we are talking about in
this legislation. I am glad to see this
happen for two reasons—one, because
of the result, and two, because of the
way the Senate has worked. It is a fine
example of what I hope to see happen
more often.

I also thank the majority leader,
Senator REID, and the minority leader,
Senator MCCONNELL, for creating an
environment in which we could have a
large number of amendments, debate,
and discussion. I think we all appre-
ciate that very much and want to cre-
ate an environment in which they can
provide that kind of leadership.

I ask unanimous consent to speak as
in morning business.

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

LAND GRANT UNIVERSITIES

Mr. ALEXANDER. Mr. President, on
Monday, at the Library of Congress,
was the 150th anniversary celebration
of the creation of land-grant univer-
sities and the National Academy of
Sciences. The assemblage also took a
moment to throw a bouquet to Andrew
Carnegie for founding so many free
public libraries.

I am on the floor to ask this ques-
tion: What was in the water in Wash-
ington, DC, 150 years ago, in 1862 and
1863? During the 2 years after the tele-
graph dispatched the Pony Express in
1861, Congress and President Lincoln
enacted the Morrill Act creating land-
grant colleges, authorized the Trans-
continental Railroad—reducing the
time for getting from New York to San
Francisco from 6 months to 6 days—as
well as the National Academy of
Sciences, and enacted the Homestead
Act. They also agreed on a conscription
law with teeth, a National Banking
Act, establishing a national currency,
a new internal revenue law, and cre-
ated the Department of Agriculture. To
top it off, on December 2, 1863 the last
section of the Statute of Freedom was
put in place on top of the Capitol dome,
with a great celebration.

Mr. President, if I were the Repub-
lican national chairman, I might sug-
gest that this transforming burst of
governing was simply a matter of turn-
ing the government completely over to
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