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good progress. And we could consider
eight or even fewer relevant amend-
ments per side on a long-term bill.

And thus I believe that the Senate
can consider a long-term bill in the
next work period. And I am committed
to turning to a long-term bill in June.

The PRESIDING OFFICER. The Sen-
ator from Louisiana.

Mr. VITTER. Mr. President, I thank
the distinguished majority leader very
much for this important announcement
and this plan. It certainly meets two—

Mr. REID. Mr. President, it is my un-
derstanding he was going to ask me a
question, because I do not want to lose
the floor.

The PRESIDING OFFICER. The ma-
jority leader has the floor.

Mr. VITTER. Yes. I have no intention
of his losing the floor. I just want to
thank him for the announcement.
From my perspective, it meets the two
main goals we have been in search of:
first of all, making sure in the short
term there is not a lapse of the pro-
gram; that would be disastrous; that
would cancel, as the majority leader
suggested, thousands of good closings,
really put a hiccup in the economy for
no good reason—and, in addition, get-
ting to a permanent bill in the next
work period. So I appreciate the lead-
er’s announcement.

I would also note, as he did, that
there has been great work and great
progress in narrowing the field of rel-
evant amendments. I certainly hope
that leads to a limited and reasonable
number of amendment votes, as he
does, on the floor. I understand what he
said about, if that becomes unwieldy,
we will just proceed with the bill as is.
But that certainly it is my expecta-
tion. I will continue to work on that
amendment list so we can have a rea-
sonable opportunity for relevant
amendments.

The PRESIDING OFFICER. The ma-
jority leader.

Mr. REID. Mr. President, I am glad
the Republican leader is on the floor.
We have worked very hard to arrive at
this point where I am going to ask for
this consent agreement. I appreciate
everyone’s help, and it takes every-
one’s help to get to where we are. That
is why we call them unanimous con-
sent agreements.

I ask unanimous consent that the
only first-degree amendments in order
to the bill that is now pending before
the Senate be the following: Bingaman
No. 2111; McCain No. 2107——

The PRESIDING OFFICER. Will the
majority leader suspend for one mo-
ment.

———

FOOD AND DRUG ADMINISTRATION
SAFETY AND INNOVATION ACT

The PRESIDING OFFICER. Under
the previous order, the motion to pro-
ceed to S. 3187 is agreed to and the
clerk will report the bill by title.

The bill clerk read as follows:

A bill (S. 3187) to amend the Federal Food,
Drug, and Cosmetic Act to revise and extend
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the user-fee programs for prescription drugs
and medical devices, to establish user-fee
programs for generic drugs and biosimilars,
and for other purposes.

AMENDMENT NO. 2122

(Purpose: In the nature of a substitute)

The PRESIDING OFFICER. Under
the previous order, amendment No. 2122
is agreed to.

(The amendment is printed in the
RECORD of Monday, May 21, 2012, under
“Text of Amendments.””)

The PRESIDING OFFICER. The ma-
jority leader.

Mr. REID. Thank you very much, Mr.
President. I am sorry I got ahead of the
Chair a little bit.

I ask unanimous consent that the
only first-degree amendments in order
to the bill be the following: Bingaman
No. 2111; McCain No. 2107; Sanders No.
2109; Murkowski No. 2108; Cardin No.
2125; Cardin No. 2141; Grassley No. 2121;
Grassley No. 2129; Manchin No. 2151, as
modified; Portman No. 2146, as modi-
fied; Portman No. 2145, as modified;
Reed No. 2126; Coburn No. 2132; Coburn
No. 2131; Durbin No. 2127; Paul No. 2143;
and Burr No. 2130; that there be no sec-
ond-degree amendments in order prior
to the votes in relation thereto; that
there be no motions or points of order
to the amendments or the bill other
than budget points of order and the ap-
plicable motions to waive or motions
to table; that there be up to 30 minutes
of debate on each of the amendments,
with the exception of the McCain
amendment, which will have 2 hours of
debate, and 60 minutes on the bill, with
all time equally divided in the usual
form; that at 2 p.m. on Thursday, May
24, all debate time be considered ex-
pired and the Senate proceed to votes
in relation to the amendments in the
order listed above; that there be 2 min-
utes of debate equally divided in the
usual form prior to each vote; that all
after the first vote be 10-minute votes;
that the following amendments be sub-
ject to a 60 affirmative vote threshold:
Bingaman No. 2111, McCain No. 2107,
Sanders No. 2109, and Murkowski No.
2108; that upon disposition of the
amendments, the bill be read a third
time and the Senate proceed to vote on
passage of the bill, as amended.

That upon disposition of S. 3187, the
Senate proceed to the consideration of
Calendar No. 365, S. 2343; that the only
amendment in order to the bill be an
amendment from the Republican leader
or his designee, the text of which is
identical to S. 2366; that there be 10
total minutes of debate on the amend-
ment and the bill equally divided be-
tween the two leaders or their des-
ignees prior to a vote on the McConnell
or designee amendment; that no
amendment be in order to the McCon-
nell or designee amendment; that no
motions or points of order be in order
to the amendment or the bill other
than budget points of order and the ap-
plicable motions to waive; that upon
disposition of the amendment, the Sen-
ate proceed to vote on passage of the
bill, as amended, if amended; that the
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amendment and the bill be subject to a
60 affirmative vote threshold; that if
the bill does not achieve 60 affirmative
votes, S. 2343 be returned to the cal-
endar; and finally, that the motion to
reconsider with respect to the cloture
vote on the motion to proceed to S.
2343 be withdrawn.

The PRESIDING OFFICER. Is there
objection?

Without objection, it is so ordered.

Mr. REID. So, Mr. President, we are
going to have votes on these amend-
ments. It is my understanding that
there is time, 30 minutes per amend-
ment. We need to get as much of that
done today as possible. We have an
event for spouses tonight, so we are not
going to be working late into the
night. We have tomorrow to finish this.
We should be able to do that. I hope we
can. I hope it does not spill and there
is no reason it should spill over until
the next day. We are going to also have
votes on the Republican student loan
legislation and ours. That is what we
are doing in the next 36 hours.

The PRESIDING OFFICER. The Re-
publican leader.

Mr. McCCONNELL. Mr. President, let
me just add that I think this is a good
agreement that allows us to go forward
on the FDA ©bill with appropriate
amendments and also allows an oppor-
tunity for the Senate to express itself
on the issue of the student loans.

I would join the majority leader in
encouraging people to do their debate
today or in the morning because once
we get into the votes tomorrow after-
noon, they will be dealt with in rapid
succession.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Utah.

Mr. HATCH. Mr. President, I rise to
discuss my amendment that would re-
peal the costly and counterproductive
medical device tax in President
Obama’s health care law. In the mad
scramble to find money to pay for his
$2.6 trillion health spending law, the
President and his Democratic allies
created a number of new taxes that
serve no purpose other than to fuel this
new spending. Economically, these
taxes are a disaster. They will under-
cut job creation, and they will increase
costs for patients.

The new 2.3-percent tax on medical
device manufacturers, which kicks in
at the beginning of next year, is par-
ticularly onerous. For that reason, last
year I introduced legislation to repeal
it. That bill, the Medical Device Access
and Innovation Protection Act, S. 17,
has been cosponsored by 25 of my col-
leagues.

They understand  that all of
ObamaCare needs to go. The Presi-
dent’s health care law is now over 2
years old. It is not aging well. Even be-
fore ObamaCare became law, the Amer-
ican people made themselves abso-
lutely clear they wanted nothing to do
with this Washington takeover of the
Nation’s health care system. The Presi-
dent and his advisers refused to face re-
ality, telling reluctant Democrats all
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was well in spite of the tea party town-
halls.

According to the President and his
congressional Democratic leadership,
as soon as the legislation became law,
Americans would come to embrace the
wonderful benefits bestowed on them
by the Department of Health and
Human Services. It has not quite
turned out that way.

Poll after poll shows that substantial
majorities of Americans continue to
oppose the law and favor its full repeal.
A majority of Democrats think the law
is unconstitutional. In a matter of
weeks, the Supreme Court might issue
a coup de grace to President Obama’s
misguided adventure in big govern-
ment.

Whatever the Supreme Court does, I
want to be clear about something. All
of ObamaCare needs to go. It needs to
be pulled out root and branch. The en-
tire thing needs to be repealed. That
said, some part of the law stand out for
their wrongheadedness. The individual
mandate and Medicaid expansions are
flat out unconstitutional.

The IPAB, the CLASS Act, the Medi-
care cuts, and the employer mandate
all deserve honorable mention for
being bad public policy. Among the
most counterproductive parts of the
law are its over $500 billion in new
taxes and penalties.

The medical device tax sits at the top
of the list of foolish new ObamaCare
taxes, and my colleagues who have sup-
ported S. 17 and this amendment un-
derstand the critical importance of
eliminating it. I thank in particular
my colleagues, Senator BROWN from
Massachusetts, and Senator TOOMEY
from Pennsylvania, who have spoken
on this issue and understand com-
pletely the devastation this tax will
create for patients and for employers
who provide good jobs for communities
in their States.

Thanks to ObamaCare, medical de-
vices will get hit with a $28 billion tax.
So we are clear about what these med-
ical devices are, they include surgical
tools, bed pans, wheelchairs, stetho-
scopes, and countless other products
that patients and doctors rely on every
day. Surgical masks, gloves, blood
pressure monitors, scissors, needles,
cribs, trays, lights, stents, pacemakers,
scales, scalpels, inhalers, and ankKle,
knee, and hip braces, and a lot more.

The cost of all of those products is
going up thanks to this tax. Somebody
is going to have to pay for it, and that
someone is the already overburdened
American taxpayer and middle-class
breadwinner.

The President and his supporters
seem to think we can simply tax cor-
porations and individuals with impu-
nity and face no adverse economic con-
sequences. Yet economists understand
when we tax these companies, employ-
ees will pay for it in lower wages, the
unemployed will pay for it with a job
that was never created, and patients
will pay for it with higher health care
costs.
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Whatever our economic cir-
cumstances, this tax is bad news. But
it is particularly foolish given the pre-
carious state of our economic recovery.
The President once liked to tout all of
the jobs created or saved by his over
$800 billion stimulus bill. Yet by sup-
porting the medical device tax, the
President and his allies have shown a
real disregard for good high-paying
American jobs.

Medical device companies employ
nearly half a million people. They pay
a salary that is nearly 40 percent high-
er than the national average. These
manufacturers are small businesses we
must be cultivating if our economy is
going to recover and we are going to be
successful in bringing down unemploy-
ment.

Roughly 80 percent of medical device
companies have fewer than 50 employ-
ees; 98 percent have fewer than 500 em-
ployees. ObamaCare’s $28 billion tax
hike on these manufacturers will do
nothing to improve health care, but it
will do plenty to undercut the viability
of these companies that provide good
wages and good opportunities for
American families.

According to one recent analysis, the
medical device industry provided jobs
to 409,000 employees in 2009. Yet this
tax could result in job losses in excess
of 43,000. It will hit certain States
harder than others: California, Florida,
Illinois, Massachusetts, Minnesota,
New Jersey, New York, Ohio, Pennsyl-
vania, Wisconsin, and my State of
Utah. The presence of medical device
manufacturers is significant in all of
these States.

This new tax will roughly double the
device industry’s total tax bill and
raise the average effective corporate
income tax to one of the highest effec-
tive tax rates faced by any industry in
the world. The President and his allies
frequently attack industries that
choose to move their operations over-
seas. But they do not seem to grasp
that their policies are driving these in-
dustries to do just that. With the onset
of this new tax, U.S. device manufac-
turers are increasingly likely to close
plants in the United States and replace
them with plants in foreign countries.

According to another report by the
Lewin Group, the medical technology
industry contributes nearly $382 billion
in economic output to the U.S. econ-
omy every year. President Obama, in
the middle of a weak economy, facing
high rates of joblessness, has decided to
attack that industry. It is bewildering
to me. An industry that pays workers
on average $84,156 has become a victim
of the President’s desire to pay for his
new health spending law or, better put,
those workers and the families they
support become the victims of the
President’s health spending law.

In my own State of Utah, the device
tax is an issue of great importance.
There are over 120 medical device com-
panies in Utah. As the Utah Tech-
nology Council wrote in a letter to me,
these companies ‘“‘are a vibrant part of
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the Utah economy providing high-pay-
ing, high-tech jobs for citizens of our
great state.”

They certainly are all of that, and
they are under assault as a result of
this tax, targeted for nothing other
than their success and the fact that
they were a so-called stakeholder that
could pay a so-called fair share to sub-
sidize the President’s health spending
bonanza.

I ask unanimous consent that letter
be printed in the RECORD.

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

JANUARY 25, 2011.
Hon. ORRIN G. HATCH,
U.S. Senate,
Hart Office Building,
Washington DC.

DEAR SENATOR HATCH: As you are aware,
the Utah Technology Council represents the
life science community in Utah. There are
over 120 medical device companies in Utah
that are part of that community. They are a
vibrant part of the Utah economy providing
high-paying, high tech jobs for citizens of
our great state. Many of these companies
you would recognize immediately including
Merit Medical, Dynatronics, WorldHeart,
Aribex, Utah Medical, Edwards Life Science,
Becton Dickinson, Watson Laboratories and
Fresenius Medical Care.

The Governor of the State of Utah as part
of his long-range economic plan has identi-
fied the life sciences, including medical de-
vice companies, as a targeted area of growth
for the state of Utah. The state’s economic
growth initiatives recognize the importance
of these industries to our future and the rich
resources our state offers to companies oper-
ating in this market. The industry-specific
taxes imposed by the 2010 Patient Protection
and Affordable Care Act are of great concern
to us as an industry association because of
the impact these taxes could have in slowing
economic growth in this targeted area.

Therefore, we strongly support the Medical
Device Access and Innovation Protection Act
that you are introducing. The removal of
this unfair and onerous tax will assure the
continued growth of jobs and innovation in
this important market sector. We appreciate
the fact that you have recognized the need
for this statutory change. The imposition of
an excise tax is particularly burdensome for
our small companies here in Utah that oper-
ate on less than average profit margins. To
take 2.3 percent of sales as an excise tax
would render some companies unprofitable
and significantly reduce the profitability of
most—not to mention the catastrophic effect
this tax would have on companies that are
already not profitable. If a medical device
company is operating on a 5 percent net prof-
it margin, the excise tax represents the
equivalent of a 50 percent income tax. Such
a tax takes money that would otherwise be
deployed in new jobs, R&D, capital equip-
ment and reinvestment in product lines and
redirects it to an entitlement program. It
may seem a small percentage of sales, but as
a percentage of pre-tax profits, this could
range from 25 percent to well over 100 per-
cent. That is simply unacceptable and un-
wise tax policy—especially in the current en-
vironment that is already struggling to
produce jobs and economic vitality.

Just as important as the effect on current
companies is the impact on investment cap-
ital. This new tax will have a chilling effect
on investors who will likely redirect their
capital to other industries not so burdened
with industry-specific taxes. Few investors
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will appreciate the fact that the government
gets paid tax dollars from sales before inves-
tors can be paid from profits. It is a para-
digm that creates significant disincentives
for investment. Without capital investment,
job creation and innovation suffer.

We not only support this legislation to re-
peal the medical device tax imposed by the
2010 Patient Protection and Affordable Care
Act, we feel it is essential to protecting an
industry vital to Utah’s present and future
economic growth. We lend our full support to
your efforts.

Sincerely,
RICHARD R. NELSON,
Founder & CEO,
Utah Technology Council.

Mr. HATCH. Just yesterday, the Gov-
ernor of Utah, the Honorable Gary Her-
bert, sent a letter to Congress address-
ing the negative impact this tax will
have on our State. He wrote:

As a Governor of a state with a significant
concentration of medical technology manu-
facturers, I believe this tax could harm U.S.
global competitiveness, stunt medical inno-
vation and result in the loss of tens of thou-
sands of good paying jobs.

Now, there is little doubt the Presi-
dent’s medical device tax, one that un-
fortunately received the vote of every
Democrat in the Senate, will do just
that—kill jobs and undercut our econ-
omy.

I ask unanimous consent that Gov-
ernor Herbert’s letter be printed in the
RECORD.

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

STATE OF UTAH,
OFFICE OF THE GOVERNOR,
Salt Lake City, UT, May 22, 2012.
Speaker JOHN BOEHNER,
U.S. Capitol,
Washington, DC.
Minority Leader NANCY PELOSI,
U.S. Capitol,
Washington, DC.
Majority Leader REID,
Hart Senate Office Building,
Washington, DC.
Minority Leader MCCONNELL,
Russell Senate Office Building,
Washington, DC.

DEAR SPEAKER BOEHNER, LEADER REID,
LEADER PELOSI, AND LEADER MCCONNELL: On
behalf of the State of Utah, I am writing to
express my concern over the impact of the
2.3% excise tax on medical devices set to
begin in 2013. As a Governor of a state with
a significant concentration of medical tech-
nology manufacturers, I believe this tax
could harm U.S. global competitiveness,
stunt medical innovation and result in the
loss of tens of thousands of good paying jobs.

As you know, America is the global leader
in medical technology, one of our only man-
ufacturing sectors in which the U.S. is a net
exporter. The United States annually ex-
ports $5.4 billion more medical technology
than we import, and accounts for 40 percent
of the global medical technology market.
However, our lead has shrunk dramatically
in the last decade, and we stand to lose fur-
ther ground.

One of my priorities as Governor is cre-
ating an economic environment in which
business can grow and thrive. As part of this
effort, I supported a comprehensive tax re-
form strategy that reduced sales, income,
and corporate taxes in the State of Utah by
nearly $400 million. In order for our nation
to remain economically competitive, it is
time to also reform our country’s tax sys-
tem.

CONGRESSIONAL RECORD — SENATE

The United States has not undertaken
major business tax reform since 1986. While
the world’s economy has changed, our tax
system has not. The medical device tax is an
example of a policy that runs counter to ef-
forts to make American manufacturing in-
dustries more competitive. In fact, the med-
ical device tax will make our tax system
even less competitive. Worse still, it is al-
ready causing layoffs as companies prepare
to absorb its impact.

At a critical time for both the U.S. econ-
omy and state economies, the new tax will
undoubtedly stifle economic growth and job
creation. We must have a national tax strat-
egy that encourages growth, investment, and
export industries, to help create jobs and ex-
pand the economy. Therefore, I strongly urge
you to consider legislation that would repeal
the medical device excise tax before it takes
effect.

Sincerely,
GARY R. HERBERT,
Governor.

Mr. HATCH. The President’s health
care law is a travesty. The American
people know it. They think it is fun-
damentally illegitimate, unconstitu-
tional to its core, and enacted over the
deep and loud objections of citizens and
taxpayers.

All 2,700 pages of that law must be
stricken from the U.S. Code one way or
another. Eliminating its medical de-
vice tax is absolutely essential. It is
critical for our States, for our econ-
omy, and for America’s families and
workers. I ask my colleagues join the
repeal effort, and I thank my col-
leagues who have already joined as co-
sponsors.

I would like to briefly touch on one
other issue that is of great importance
to me and to the people of Utah and
others all over the country. Over 150
million Americans regularly consume
dietary supplements as a means of im-
proving and maintaining their health.

The passage of the Dietary Supple-
ment Health and Education Act, or
DSHEA, in 1994 brought clarity, pre-
dictability, and a better understanding
of what the FDA expected from indus-
try and vice-versa. DSHEA provides an
appropriate structure that balances the
risks and benefits to consumers, with
continued access and affordability.

Unfortunately, my colleague from Il-
linois, Senator DURBIN, has filed an
amendment to the current bill that
would undo that well-balanced ap-
proach. As the author of DSHEA, along
with my dear friend and colleague,
Senator HARKIN in the Senate, 1
strongly oppose his amendment. It
would require facilities engaged in the
manufacturing, processing, packing, or
holding of dietary supplements to reg-
ister with the FDA, provide a descrip-
tion with a list of all ingredients, as
well as a copy of the labeling for each
dietary supplement product. Addition-
ally, the facilities must also register
with respect to new, reformulated, and
discontinued dietary supplement prod-
ucts.

While I appreciate my colleague’s
commitment, his amendment is based
on the misguided presumption that the
current regulatory framework for die-
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tary supplements is flawed and that
the FDA lacks authority to regulate
these products. This is simply not the
case. Previously FDA Commissioners,
including Drs. Jane Henney, Mark
McClellan, Les Crawford, and Andy von
Eschenbach, as well as the former Dep-
uty Commissioner, Dr. Josh Sharfstein,
have all agreed DSHEA provides an ap-
propriate and sufficient level of over-
sight of this industry.

Under DSHEA, Congress set out a
legal definition of what could be mar-
keted as a dietary supplement and safe-
ty standards that products have to
meet. It allowed the FDA to develop
good manufacturing practice standards
and clarified what types of claims
could be made. It provided the Sec-
retary of Health and Human Services
with the authority to impose an imme-
diate ban on any dietary supplement
that poses an imminent risk to public
health.

DSHEA already provides the Sec-
retary with enforcement tools of sei-
zure, injunction, or criminal prosecu-
tion for ingredients that pose an unrea-
sonable risk of illness or injury, are
poisonous or deleterious, contain unap-
proved drugs or food additives, or fail
to meet good manufacturing practice
standards.

Furthermore, under the Dietary Sup-
plement and Nonprescription Drug
Consumer Protection Act, a manufac-
turer, packer, or distributor whose
name appears on the label is required
to report a serious adverse event re-
lated to the use of a supplement within
15 business days to HHS; submit any
related medical information received
within 1 year of the initial report with-
in 15 business days; maintain records
related to each report for 6 years; and
permit inspection of such records.

To me, that sounds like a whole lot
of regulation. The FDA already has a
tremendous amount of regulatory over-
sight and enforcement tools when it
comes to dietary supplements. Yet in-
stead of urging FDA to use its current
enforcement authority to find and pun-
ish those companies that are not fol-
lowing the law, Senator DURBIN’S
amendment serves to punish all respon-
sible companies with its overreaching
mandates.

Finally, I would be remiss if I did not
mention another obvious point. Sen-
ator DURBIN’s amendment would have
the devastating effect of piling on more
work for an underfunded agency al-
ready struggling to keep above water
with its current core responsibilities.

Now, let me just say this: Before we
passed DSHEA, there basically was no
regulation over this industry. We
brought together, Senator HARKIN and
I, the whole dietary supplement indus-
try to get behind DSHEA. They are be-
hind it. It took over 10 years to get the
good manufacturing practices com-
pleted by FDA—more than 10 years, as
a matter of fact. But we provided for
them in that agreement. We provided
all the tools that are necessary to su-
pervise and regulate dietary supple-
ments. To now add other obligations
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onto this industry is just plain not
right, and I hope my colleagues in the
Senate and the House of Representa-
tives will recognize this is an overreach
and not put up with it. We are not
going to put up with it. I will be voting
against Senator DURBIN’s amendment,
and I urge all of our colleagues to do
the same.

At this point, I pay tribute to my
colleague, Senator HARKIN from Iowa.
Senator HARKIN worked tirelessly on
this bill along with me. We worked all
the way through the Senate on a num-
ber of occasions on various things. We
have improved the bill from time to
time. We have gone along with the im-
provements. We have done everything
we can to protect the American citi-
zens with everything that should be
done. Nothing further needs to be done.

This is an industry that deserves sup-
port, not condemnation. Senator HAR-
KIN has been there every step of the
way. He is a champion for the dietary
supplement industry, as am I, and a lot
of others in this body. I think it is time
to quit trying to overregulate every-
thing to death and cause costs to go up
by leaps and bounds. Dietary supple-
ments are not inexpensive today, al-
though they are a lot less expensive
than they would be if we keep piling on
these regulations.

Frankly, we believe we have all of
the necessary language in the law
today to protect the American public
regarding dietary supplements. We
have given the Food and Drug Adminis-
tration all the authority they need,
and every FDA Commissioner has met
with me, as I recall, since DSHEA was
passed in 1994, and has said they have
enough tools to be able to supervise
this industry properly and they don’t
need anything more.

To make a long story short, again,
this is an overreach by a colleague, sin-
cere though he may be, and as impor-
tant as he believes it to be. I hope he
will withdraw his amendment so we
don’t have to go through this again. If
he won’t, I hope our colleagues on both
sides of the aisle—and this is a bipar-
tisan effort—will rise and say we have
had enough of this and let’s vote these
kinds of amendments down.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Iowa.

Mr. HARKIN. Mr. President, I thank
the Senator from Utah for his con-
cluding remarks regarding the amend-
ment that I assume will be offered by
the Senator from Illinois, as it is
cleared to be offered.

I thank Senator HATCH for his great
leadership on the issue of making sure
the American people can have access to
healthy, life-supporting vitamins, min-
erals and supplements, without having
it go through untold processes and re-
views and approvals by the FDA, and
all that kind of regulation.

Senator HATCH was the leader on the
DSHEA bill when we passed it in 1994.
I was happy to work in tandem with
him on that. It has proven, through the
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years, to be a great success for the
American people. The American people
all over this country take vitamins and
other supplements, and they are living
healthier because of this.

I say to my friend that I heard the
Senator from Illinois on the floor yes-
terday give an impassioned speech
about a very sad case about a young
woman who evidently consumed some
energy drinks with a lot of caffeine in
them and had heart arrest and died. It
is a very sad story. But as sad as that
is, you can’t keep people from abusing
things. People also die every year from
aspirin poisoning, where they took too
many aspirin.

Reasonableness has to enter into
this. We have worked together to make
sure the labels are good on all of these
things, so that people know what is in
them. The FDA has the authority—as
the Senator said, every Commissioner
has said they have the authority to
keep dangerous products off the shelf
and to remove them from the shelf.
They have all that authority. These
cases, as I said, that Senator DURBIN
brought up are very sad, and you wish
it were not so. I don’t think it lends
itself, though, to overturning what has
been working now for 17, going on 18,
yvears and working well for the Amer-
ican people.

I join the Senator from Utah, and I
hope the amendment might not come
up. But if it does, it does. I am sure
there will be some debate on it. I join
with the Senator from Utah in urging
all Members of the Senate to vote that
amendment down. If it comes up, I will
move to table that amendment. Hope-
fully, we can approach this in a much
more judicious, responsible, thinking
manner.

I say to my friend from Utah—and I
know he agrees—we are not taking the
position that nothing has ever been
changed. We have changed DSHEA in
the past to make it work better. We did
it after due deliberation, committee
hearings, and going through the proc-
ess to see what it means in terms of ac-
cess to these products by the American
people, to make sure we keep the in-
tent of DSHEA there.

Again, I am more than willing, as
chairman of the committee—and the
Senator used to be chairman of the
committee at one time, and then rank-
ing member—we are always willing to
look at these things and have a hearing
on them and get more information.
Again, I thank the Senator from Utah,
who has been a great leader on this
issue.

Mr. HATCH. I thank the Senator
from Iowa. I know Senator DURBIN is
sincere, but, my gosh, there is enough
regulation and regulatory authority in
this bill, including the amendments we
have added voluntarily, to resolve any
problem that exists. Frankly, I hope
everybody will vote against the Durbin
amendment.

Mr. HARKIN. Mr. President, how
much time does this side have on the
bill?
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The PRESIDING OFFICER. For gen-
eral debate, 24%2 minutes.

Mr. HARKIN. I reserve the remainder
of my time on the bill. If the Senator
from Illinois wishes to bring up his
amendment, we can bring it up.

Mr. President, again, I understand I
have 24 minutes left.

The PRESIDING OFFICER. That is
correct.

Mr. HARKIN. I will make a short
general statement about the bill. I
talked about it in the past. I want
every Senator to know that we are now
on the FDA reauthorization bill. This
is reauthorizing the prescription drug
user fee, the medical device user fees,
and then we are authorizing a new pro-
gram, the generic drug user fee, bio-
similar user fee, and so we are on the
bill now. There is 30 minutes for debate
on each amendment that has been list-
ed. Senators know who they are and
what the amendments are.

I want to make it clear that the
unanimous consent we just adopted
says that all debate time will expire at
2 p.m. tomorrow. So I say to Senators,
if you want to take your 30 minutes
and debate your amendment, now is
the time to do it. If you wait too long,
2 o’clock will come tomorrow, you
won’t have the time, and you will be
limited to 1 minute. There will be 2
minutes on each amendment after
that. Those who have amendments and
wish to discuss them, you are guaran-
teed at least 30 minutes, but all time
runs out at 2 p.m. tomorrow. If you
want to talk on your amendment and
make your point, now is the time to do
it this afternoon.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Illinois.

AMENDMENT NO. 2127

Mr. DURBIN. Mr. President, I call up
amendment No. 2127.

The PRESIDING OFFICER. The
clerk will report.

The legislative clerk read as follows:

The Senator from Illinois [Mr. DURBIN], for
himself and Mr. BLUMENTHAL, proposes an
amendment numbered 2127.

The amendment is as follows:
(Purpose: To require manufacturers of die-

tary supplements to register dietary sup-

plement products with the Food and Drug

Administration)

At the end of title XI, add the following:
SEC. 11 . REGISTRATION OF FACILITIES WITH

RESPECT TO DIETARY SUPPLE-
MENTS.

(a) IN GENERAL.—Section 415(a) (21 U.S.C.
360d(a)) is amended by adding at the end the
following:

‘(6) REQUIREMENTS WITH RESPECT TO DIE-
TARY SUPPLEMENTS.—

‘““(A) IN GENERAL.—A facility engaged in
the manufacturing processing, packing, or
holding of dietary supplements that is re-
quired to register under this section shall
comply with the requirements of this para-
graph, in addition to the other requirements
of this section.

‘(B) ADDITIONAL INFORMATION.—A facility
described in subparagraph (A) shall submit a
registration under paragraph (1) that in-
cludes, in addition to the information re-
quired under paragraph (2)—
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‘(i) a description of each dietary supple-
ment product manufactured by such facility;

‘“(ii) a list of all ingredients in each such
dietary supplement product; and

‘“(iii) a copy of the label and labeling for
each such product.

‘(C) REGISTRATION WITH RESPECT TO NEW,
REFORMULATED, AND DISCONTINUED DIETARY
SUPPLEMENT PRODUCTS.—

‘(i) IN GENERAL.—Not later than the date
described in clause (ii), if a facility described
in subparagraph (A)—

“(I) manufactures a dietary supplement
product that the facility previously did not
manufacture and for which the facility did
not submit the information required under
clauses (i) through (iii) of subparagraph (B);

“(II) reformulates a dietary supplement
product for which the facility previously
submitted the information required under
clauses (i) through (iii) of subparagraph (B);
or

‘“(ITI) no longer manufactures a dietary
supplement for which the facility previously
submitted the information required under
clauses (i) through (iii) of subparagraph (B),
such facility shall submit to the Secretary
an updated registration describing the
change described in subclause (I), (IT), or (III)
and, in the case of a facility described in sub-
clause (I) or (II), containing the information
required under clauses (i) through (iii) of
subparagraph (B).

‘“(ii) DATE DESCRIBED.—The date described
in this clause is—

“(I) in the case of a facility described in
subclause (I) of clause (i), 30 days after the
date on which such facility first markets the
dietary supplement product described in
such subclause;

“(IT) in the case of a facility described in
subclause (II) of clause (i), 30 days after the
date on which such facility first markets the
reformulated dietary supplement product de-
scribed in such subclause; or

‘(ITI) in the case of a facility described in
subclause (III) of clause (i), 30 days after the
date on which such facility removes the die-
tary supplement product described in such
subclause from the market.”.

(b) ENFORCEMENT.—Section 403 (21 U.S.C.
343) is amended by adding at the end the fol-
lowing:

“(z) If it is a dietary supplement for which
a facility is required to submit the registra-
tion information required under section
415(a)(6) and such facility has not complied
with the requirements of such section
415(a)(6) with respect to such dietary supple-
ment.”.

Mr. DURBIN. Mr. President, this
amendment is very straightforward. I
will not ask for a show of hands among
Senators, staff, or those who are fol-
lowing this debate, about how many of
them got up this morning and took a
vitamin pill. I did, and I didn’t have a
prescription. I bought it voluntarily. I
don’t know if it does any good, but it
was my decision, right? I voluntarily
made that decision. I think that is a
good thing.

The FDA is an agency that looks at
what we buy and consume. It has an
important responsibility. When it
comes to certain things, such as pre-
scription drugs, they test them—maybe
the pharmaceutical companies do the
testing, but the FDA monitors it to
make sure what is given to you by your
doctor is safe, won’t kill you, and is ef-
fective. The same thing is true for
over-the-counter drugs. The FDA has
that responsibility.
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When it comes to the ingredients and
the dosage, those things are estab-
lished through the FDA based on dis-
closures by the companies, testing, ex-
perience—it is all there. But there is
another world out there, a completely
different world called dietary supple-
ments, which includes the vitamin I
took this morning. That is a much dif-
ferent world, a world with less disclo-
sure, less transparency, and far less
regulation. In fact, there is no require-
ment in the law today—none—that the
people who sell us dietary supplements
have to register with the FDA the
name of their product, the ingredients
it contains, and a copy of the label.

That is what my amendment says.
We don’t require any testing by a die-
tary supplement company. We don’t re-
quire any assertions of safety. It would
require simply that they register with
the FDA that they are selling it in
America. That, to me, seems pretty
basic. It is not my original idea. It
comes from a report of the General Ac-
countability Office in 2009. They rec-
ommended this after they made a re-
view of the safety issues with the FDA:

To improve the information available to
FDA for identifying safety concerns and bet-
ter enable FDA to meet its responsibility to
protect the public health, we [the GAO] rec-
ommend that the Secretary of the Depart-
ment of Health and Human Services direct
the Commissioner of FDA to request author-
ity to require dietary supplement companies
to identify themselves as a dietary supple-
ment company as part of the existing reg-
istration requirements and update this infor-
mation annually; provide a list of all dietary
supplement products they sell and a copy of
the labels and update this information annu-
ally, and report all adverse events related to
dietary supplements.

In other words, did you take the pill
and get sick? Does that seem like an
onerous, heavyhanded, big government
overregulation of an industry? Remem-
ber, the dietary supplement companies
are not all based in the United States.
Products are sitting on the shelf which
you may not know come from other
countries, including China. Do we want
to know that? Would you want to know
the company that is selling you what-
ever it is is at least registered in the
United States? Is that too much to ask
if you are going to sell the product in
the United States, that they have to
register with the FDA and tell us what
the ingredients are? That seems pretty
basic to me. I bet that 99 percent of the
American people thought they already
had to do that. No. Let me tell you
that dietary supplements go beyond vi-
tamin pills.

Yesterday I told the story on the
floor about a 16-year-old girl in Hagers-
town, MD, who drank two Monster En-
ergy Drinks. When you go to the store,
you see Coke and other things there.
There are all kinds of them out there.
She drank two of those Monster En-
ergy Drinks and died of cardiac arrest.
I met with her mom yesterday. She
stopped breathing while watching TV.
She was dead on the floor. They took
her to the hospital and barely got her
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back to life for a little while, and then
she died a few days later.

Is it too much to ask of a dietary
supplement company that is making
that to tell us what ingredients are in
that drink? Is that the heavy hand of
government? I don’t think so.

Here is what we have found. Some-
times ingredients that may appear to
be benign and OK today turn out to be
dangerous when you look at them more
closely, and maybe more dangerous for
people who are younger, pregnant, or
in a compromised immune situation.

This amendment basically says that
American consumers have the right to
know the dietary supplements sitting
on the shelf have at least been reg-
istered with the FDA. I heard Senators
HATCH and HARKIN say this goes too
far, it is too much to ask. I think they
are wrong.

Manufacturers, some say, voluntarily
provide product labels to the National
Institutes of Health. That is true, and
it is a voluntary system. Good actors
share their labels with the FDA, but
the bad actors don’t do that. The NIH
is in the process of developing a label
database that currently has 7,500 die-
tary supplement labels. Do you know
how many products are on the market?
They have 7,500 labels, with 75,000 prod-
ucts—75,000. So 10 percent are volun-
teering this information. So to say the
NIH already has the information is 90
percent wrong.

Requiring registration, they say, of
these labels is just too much work for
the FDA. No, as a matter of fact, the
FDA responded to the GAO rec-
ommendation and said: We agree the
agency’s ability to ensure the safety of
dietary supplements used by consumers
would be improved if FDA had more in-
formation on the identity of firms mar-
keting dietary supplements as well as
the identity and compositions of the
products they market. The FDA re-
sponded by saying: We want this infor-
mation to keep Americans safe.

So to argue this is a burden we
shouldn’t put on the FDA, well, they
asked for it. The other thing is about
how many supplements are being sold
in the United States. I said 75,000. That
was the estimate in 2008. The number,
I am afraid, is much larger. In terms of
how many come on the market each
year, it is just a wild guess because it
is the Wild West. It is an open market.
Any country that wants to export their
dietary supplement to the TUnited
States—whether it is from China or
India or Africa or Europe or Mexico—
be my guest. They don’t even have to
show up and register with the FDA.

This is a simple amendment. It just
says any company wishing to do busi-
ness in the United States, to sell their
dietary supplement, must tell us who
they are and what they are selling and
what their label looks like. That is not
too much to ask to protect families
from some harmful consequences.

I reserve the remainder of my time.

Mr. President, I ask unanimous con-
sent that the time Senator HATCH used
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be counted retroactively against the
time in opposition to my amendment,
No. 2127.

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

The Senator from Wyoming.

Mr. ENZI. On this amendment, I ap-
preciate the concern, the interest, and
the effort the Senator from Illinois has
gone to on this bill. But in looking at
it, there is still a couple of steps miss-
ing if this were to become law. Yes, it
would provide a lot of information to
the FDA. It would, in fact, flood them
with information, and I think we would
flood them with more information than
they could possibly process.

But that part doesn’t even bother
me. What bothers me is how we get
that information to the consumer. It is
the consumer that needs to know what
they are drinking, eating, and every-
thing else. That is why we provide la-
beling on a lot of things. But even the
things we already provide labeling on,
the consumer doesn’t necessarily pay
attention to it. Probably the people
who need to pay the most attention to
it don’t pay any attention to it. So just
making this information available to
the FDA doesn’t get it to the point
where the consumer can know. Of
course, anytime we start talking in
this area, people get worried about the
amount of regulation we put on things
they consider to be very important to
them and can do no harm.

The right way to address this impor-
tant issue is for the HELP Committee
to have hearings and work together, as
we have done on this bill, to find com-
mon ground on the policy. When we
find common ground, as we have on
this FDA bill, then we can get some-
thing done. But I think this is a little
premature. So I hope people will not
support this amendment at this time.

I yield the floor, and I reserve the re-
mainder of my time.

Mr. HARKIN. Mr. President, how
much time remains on this amend-
ment?

The PRESIDING OFFICER. Seven
minutes in favor of the amendment.

Mr. HARKIN. Mr. President, I just
want to say, first of all, that I have the
greatest respect, as he knows, for the
Senator from Illinois. He is one of the
true consumer champions in the entire
Congress and has been for all of his
time here. So it is kind of hard to
argue against the Senator when he is
such a champion of consumers. But on
this issue I think we part a little com-
pany.

I want to make it very clear that
under DSHEA, supplement labels must
already disclose their ingredients—
must disclose their ingredients. Even
when a product is reformulated, if the
supplement contains new ingredients,
then the label must reflect that
change. These were all added to the
bill. We added that for consumer pro-
tection.

Now, again, it is not as though FDA
doesn’t know what is out there. Under
current law, supplement manufacturers
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have to biannually register their prod-
ucts. There is a biannual registration
requirement right now. So the concern
is that FDA just doesn’t have the re-
sources to do anything. I have tried—
and the Senator knows because he is on
the Appropriations Committee—to get
more funds for the FDA to do this, but
we haven’t been able to get the funds
necessary for the FDA to even do what
jobs they are supposed to do now.

I repeat for emphasis sake that every
FDA Commissioner—those appointed
both by Democratic or Republican
Presidents—have said the DSHEA gives
them adequate authority to keep dan-
gerous products off the shelves. So the
authority is already there. What the
FDA needs is the resources. That is
money. That means appropriations.
Quite frankly, I don’t see that hap-
pening this year—that we are going to
give them any more. We are just going
to give them more of a burden, and I
think it will give a false sense of secu-
rity to people because FDA simply
won’t be able to do that.

Lastly, as the Senator did say, we do
have a voluntary program for ingredi-
ents and things with the dietary sup-
plements with the National Institutes
of Health that is already in place. That
is coupled with the biannual reporting
requirements plus the fact every die-
tary supplement has to have the ingre-
dients listed on the label. So there is
plenty of consumer protections out
there. It is just that we can’t protect a
consumer who doesn’t want to follow
directions, who doesn’t want to follow
the guidelines listed on the Ilabels
themselves. I don’t know how to pro-
tect people from that. Sometimes we
just have to continually tell people to
follow the directions. If they follow the
directions, they will be fine.

That is why I think this amendment
is ill-timed. I said to the Senator, and
I mean this, that the Senator from
Utah and our committee would be more
than happy to have hearings again to
flesh it out a little more and to see just
what might be possible. But I come
down to this as the bottom line: The
FDA needs more money and they need
more personnel to do this job.

I yield the floor.

Mr. DURBIN. Mr. President, how
much time remains on my amendment?

The PRESIDING OFFICER. Seven
minutes.

Mr. DURBIN. On my side?

The PRESIDING OFFICER. On the
Senator’s side.

Mr. DURBIN. Any time remaining on
the opposite side?

The PRESIDING OFFICER. One
minute.

Mr. DURBIN. Mr. President, I respect
the Senator from Iowa and the Senator
from Wyoming as well. They are two
excellent colleagues, good people, and
this is a tough bill. The underlying bill
is a masterpiece of bipartisan accom-
plishment they can both be proud of.

What I am saying about dietary sup-
plements is no reflection on Senators
HARKIN or ENzI. This is an industry I
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have been watching for a long time for
a variety of reasons.

I would say the argument Senator
ENZI made—that merely disclosing the
label ingredients and name of the prod-
uct to the FDA doesn’t get to the con-
sumer—argues for a bigger amendment
than I am offering. It argues for a Web
site and access and so forth. I under-
stood that going in, and I agree with
Senator HARKIN that is an overreach in
this time of budgetary problems. I wish
we could do it. I think we should. I
think we have an obligation to. But I
didn’t put it in here because I knew the
first thing that would be said is we
can’t afford it.

So we went to the FDA and said: Do
you want this information?

They said: Not only do we want it, we
have already publicly stated we want it
in reply to the GAO report.

We said: Can you handle it if we send
you the basic information of the prod-
ucts presently being sold?

They said: Yes.

I could go further and say more can
be done, but that calls for a bigger role
of government than even this amend-
ment suggests. But when the Institute
of Medicine tells us that each year
there are 1,000 new products—dietary
supplements—being placed on shelves
all across America in stores and drug-
stores, where families and children are
walking in and buying them, how does
anyone argue we shouldn’t know they
are here; that we don’t want that Chi-
nese product that just made it to the
shelf in Springfield, IL, to register with
the FDA before they do business here?
How do you make that argument?

Shouldn’t we assume, as a consumer,
a family member, that when we walk
in the store that somebody somewhere
knows this company exists, that this
product exists? Right now, they do not.
The only disclosure to the government
is voluntary. As I said, about 1 out of 10
companies volunteers the information.
That, to me, is not the way to protect
consumers.

Why do we need this information?
Simply put, when an ingredient turns
out to be dangerous, we want to know
if that ingredient is in more than one
product and then go after it to protect
American consumers. If we don’t know
the product is in the United States,
and we don’t know what the ingredi-
ents are, how are we going to find that
out? Wouldn’t we want that basic in-
formation?

God forbid something happens with
one of these products and someone
loses their life, like this poor young
girl in Hagerstown, MD, who drank
that Monster Energy Drink. She had
two of them, and it killed her, put her
in cardiac arrest. God forbid that hap-
pens again and we say: You know, we
didn’t even know that product was in
America because they don’t have to
tell anybody anything.

The argument made by Senator HAR-
KIN is they have to put a label on the
product. That is a good thing. We also
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found out that sometimes the ingredi-
ents listed aren’t the actual ingredi-
ents. I will not get into that because
that is another whole issue the FDA is
working on. But that isn’t enough. My
colleagues should see some of the
claims being made on the labels of
these dietary supplements. They are
preposterous. Not for all of them, some
are basic and good, but some go way
overboard.

Don’t we owe it to consumers across
America to give them the basic infor-
mation, to at least let them know we
know the name of the company and the
ingredients in the product sold? Some
people say they ought to be able to sell
whatever they want in America and
never tell a soul. I don’t believe that. I
think we have a responsibility in Con-
gress to protect these families.

I reserve the remainder of my time.

The PRESIDING OFFICER. The Sen-
ator from Iowa.

Mr. HARKIN. Just one minor correc-
tion I would make, and that is under
the DSHEA law, the FDA must approve
any health claims made by any dietary
supplement or vitamin. The only
health claims they can make are struc-
ture function claims, but they have to
be approved by the FDA. I just wanted
to clear up that point.

I would also say further that I hon-
estly don’t know of any vitamin or sup-
plement that is out there in the mar-
ket that is dangerous if taken as di-
rected—if taken as directed. As I said,
anybody can abuse things. But if taken
as directed, I, quite frankly, don’t
know of any supplement out there that
is dangerous. Quite frankly, if taken as
directed, they help maintain people’s
health and keep them healthy rather
than being injurious to their health.

I yield the floor.

Mr. DURBIN. Mr.
much time remains?

The PRESIDING OFFICER. Three
minutes.

Mr. DURBIN. I will just close.

I thank the Senator from Iowa. He
will acknowledge, I hope, that no one
tests dietary supplements. No one tests
them. Companies that make these
products may test them if they wish,
but there is no requirement under the
law that they test them. There is cer-
tainly no agency of government that
tests the dietary supplements. So to
say they are perfectly safe as they in-
struct people to take them on the
label, how would we know that? How
could we possibly know that? There is
no testing involved.

When it comes to prescription drugs
and over-the-counter drugs, there is
testing involved. At least we can point
to the test to say whether it is safe and
effective. Dietary supplements is a
whole different world. I will just say
that we are conscientious enough on
behalf of consumers to limit the
amount of caffeine that can be put in a
cola, but then a company such as this
Monster drink company decides to call
theirs a dietary supplement rather
than a beverage or a food, and it is no

President, how
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holds barred. They can put in as much
as they want. That is why that poor
girl died. Two Monster Energy
Drinks—480 milligrams, I believe, of
caffeine—and she died from cardiac ar-
rest. Is it too much to ask that we
know the ingredients and know the
company?

The next time there is another trag-
edy, I would like to be sure we can say
we at least took this modest, tiny,
small step forward to say to the indus-
try: If you are a good actor, don’t be
threatened. But when it comes to bad
actors and things coming in from over-
seas, we are going to make you show
up and identify who you are and what
you are selling, period. That is it.

So at this point, I yield the floor and
yield back the remainder of my time.

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

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

Mr. HARKIN. Again, Mr. President, I
have to ask, how much time remains
on the bill for both sides?

The PRESIDING OFFICER. The ma-
jority has 19 minutes and the minority
has 29 minutes.

The PRESIDING OFFICER (Mr.
CASEY). The Senator from Vermont.

AMENDMENT NO. 2109

Mr. SANDERS. Mr. President, I
thank the chairman for his hard work
on this legislation and for the oppor-
tunity to talk about what I consider to
be a very important amendment.

I ask unanimous consent to call up
my amendment No. 2109.

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

The clerk will report.

The assistant legislative clerk read
as follows:

The Senator from Vermont [Mr. SANDERS]
proposes an amendment numbered 2109.

Mr. SANDERS. I ask unanimous con-
sent that reading of the amendment be
dispensed with.

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

The amendment is as follows:
(Purpose: To revoke the exclusivity of cer-

tain entities that are responsible for viola-

tions of the Federal Food, Drug, and Cos-
metic Act, the False Claims Act, and other
certain laws)

At the end of title XI, add the following:
SEC. 11 . CONDITIONS ON AWARD OF DRUG EX-

CLUSIVITY.

Subchapter E of chapter V (21 U.S.C. 360bbb
et seq.) is amended by inserting after section
569C, as added by this Act, the following:
“SEC. 569D. CONDITIONS ON AWARD OF DRUG EX-

CLUSIVITY.

‘‘(a) TERMINATION OF EXCLUSIVITY.—Not-
withstanding any other provision of this Act,
any period of exclusivity described in sub-
section (b) granted to a person or assigned to
a person on or after the date of enactment of
this section with respect to a drug shall be
terminated if the person to which such ex-
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clusivity was granted or any person to which
such exclusivity is assigned—

‘(1) commits a violation described in sub-
section (¢)(1) with respect to such drug; or

‘(2) fails to report such a violation as re-
quired by subsection (e).

‘“(b) EXCLUSIVITIES AFFECTED.—The periods
of exclusivity described in this subsection
are those periods of exclusivity granted
under any of the following sections:

‘(1) Clause (ii), (iii), or (iv) of section
505(c)(3)(E).

¢“(2) Clause (iv) of section 505(j)(5)(B).

‘“(8) Clause (ii), (iii), or (iv) of section
505()(5)(F).

‘“(4) Section 505A.

*“(5) Section 505E.

¢“(6) Section 527.

“(T) Section 351(k)(7) of the Public Health
Service Act.

‘“(8) Any other provision of this Act that
provides for market exclusivity (or extension
of market exclusivity) with respect to a
drug.

“(¢) VIOLATIONS.—

‘(1) IN GENERAL.—A violation described in
this subsection is a violation of a law de-
scribed in paragraph (2) that results in—

‘““(A) a criminal conviction of a person de-
scribed in subsection (a);

‘“(B) a civil judgment against a person de-
scribed in subsection (a); or

‘“(C) a settlement agreement in which a
person described in subsection (a) admits to
fault.

‘(2) LAWS DESCRIBED.—The laws described
in this paragraph are the following:

‘“(A) The provisions of this Act that pro-
hibit—

‘(i) the adulteration or misbranding of a
drug;

‘‘(ii) the making of false statements to the
Secretary or committing fraud; or

‘‘(iii) the illegal marketing of a drug.

‘“(B) The provisions of subchapter III of
chapter 37 of title 31, United States Code
(commonly known as the ‘False Claims
Act’).

¢“(C) Section 287 of title 18, United States
Code.

‘(D) The Medicare and Medicaid Patient
Protection and Program Act of 1987 (com-
monly known as the ‘Antikickback Stat-
ute’).

‘“(E) Section 1927 of the Social Security
Act.

‘“(F) A State law against fraud comparable
to a law described in subparagraphs (A)
through (E).

‘(d) DATE OF EXCLUSIVITY TERMINATION.—
The date on which the exclusivity shall be
terminated as described in subsection (a) is
the date on which, as applicable—

‘(1) a final judgment is entered relating to
a violation described in subparagraph (A) or
(B) of subsection (c)(1); or

“(2)(A) a settlement agreement described
in subsection (c)(1)(C) is approved by a court
order that is or becomes final and nonappeal-
able; or

‘(B) if there is no court order approving a
settlement agreement described in sub-
section (¢)(1)(C), a court order dismissing the
applicable case, issued after the settlement
agreement, is or becomes final and non-
appealable.

“‘(e) REPORTING OF INFORMATION.—A person
described in subsection (a) that commits a
violation described in subsection (c)(1) shall
report such violation to the Secretary no
later than 30 days after the date that—

‘(1) a final judgment is entered relating to
a violation described in subparagraph (A) or
(B) of subsection (c)(1); or

“(2)(A) a settlement agreement described
in subsection (c)(1)(C) is approved by a court
order that is or becomes final and nonappeal-
able; or
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‘(B) if there is no court order approving a
settlement agreement described in sub-
section (¢)(1)(C), a court order dismissing the
applicable case, issued after the settlement
agreement, is or becomes final and non-
appealable.”.

Mr. SANDERS. Mr. President, this
amendment, to my mind, is an ex-
tremely important amendment and it
has the support of some of the major
consumer organizations in our country,
including Public Citizen, U.S. PIRG,
the Consumer Federation of America,
Consumers Union, the National Com-
mittee to Preserve Social Security and
Medicare, and the National Women’s
Health Network. These are some of the
large consumer organizations in Amer-
ica representing tens of millions of our
people.

When we talk about prescription
drugs, it is important to understand
that in our country we pay by far the
highest prices in the world for prescrip-
tion drugs. That is simply the reality.
That causes enormous problems be-
cause millions of our people go to the
doctor, the doctor writes a prescrip-
tion, and then the person can’t afford
to fill that prescription. That is pretty
crazy, because doctors are doing the di-
agnosis, telling the patients what they
need; patients can’t afford to pay for
the drugs because they are the highest
prices in the world in this country.
This is an issue we have to deal with.

There are a number of reasons why
prices in this country are higher than
in Canada, Europe, and Scandinavia.
Certainly one of them is that we are
the only major country on Earth that
doesn’t have a national health care
program so that the government can
negotiate prices with the drug compa-
nies. So what happens in this country
is the drug companies simply charge us
what the market will bear—any price
they can come up with by which they
can make money. The end result is
that in 2009, prices in this country were
85 percent higher than Canada, 150 per-
cent higher than France, Italy, Swe-
den, Switzerland, and so forth and so
on.

But the reason drug prices are high
in this country is not just that we
don’t have a national health care pro-
gram, it is because of the enormous
amount of fraud that takes place with-
in the pharmaceutical industry. In
fact, every single year the major drug
companies are ripping off the American
people to the tune of billions of dollars
a year because of fraudulent practices.

While I do not have enough time here
today to recite every example of fraud
that has been caught and prosecuted in
the last 10 years. But here is the bot-
tom line—and I am going to list some
of the cases of fraud. Virtually every
major pharmaceutical company in this
country has either been convicted of
fraud—i.e., ripping off the Federal Gov-
ernment, State government, or individ-
uals—or else has reached a settlement.
We have got to get a handle on this cri-
sis. I am going to bore some people be-
cause it is a long list. Sadly, it is a
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long list. But it is a list that has to get
out, and it is an issue we have got to
deal with.

Abbott Labs is one of the top 10 phar-
maceutical companies in the world. It
had $38.8 billion in revenues and $4.7
billion in profits in 2011. Last month,
Abbott reached an agreement with the
U.S. Department of Justice to pay $1.6
billion for illegally marketing the
antiseizure drug Depakote. According
to the New York Times:

As part of the agreement, Abbott said that
it would pay $800 million to resolve civil
cases brought by federal and state authori-
ties, $700 million in criminal penalties and
$100 million to states in connection with con-
sumer protection matters.

That was just last month, they are
going to pay $1.6 billion.

In 2010, 2 years ago, Abbott and two
smaller companies collectively agreed
to pay $429 million to settle charges
that they deliberately misreported
drug pricing in order to hike reim-
bursements from Medicare and Med-
icaid. That is Abbott in recent years.

Pfizer is the largest pharmaceutical
company in the world, $67.9 billion in
revenues and $10 billion in profits in
2011. Pfizer in 2012, this year, allegedly
avoided paying hundreds of millions in
rebates due to State Medicaid Pro-
grams for Prontonix. Pfizer holds four
different exclusives for Prontonix.
Talks are under way with the U.S. De-
partment of Justice to settle the
charges for up to $2 billion for ripping
off Medicaid.

In 2009, Pfizer agreed to plead guilty
to a felony of ‘‘misbranding Bextra
with the intent to defraud or mislead”
and to pay $1 billion to resolve allega-
tions under the civil False Claims Act.

In 2004, a division of Pfizer pled
guilty to two felonies and agreed to
pay $430 million to settle charges that
it fraudulently promoted the drug
Neurontin for a string of unapproved
uses.

Johnson & Johnson is the second
largest pharmaceutical company in the
world, which had $65 billion in revenues
and almost $10 billion in profits in 2011.

In 2012, this year, Johnson & Johnson
illegally marketed Risperdal, an
antipsychotic medication, to nursing
home patients, and paid over $2 billion
in fines, which constituted a mere 6.3
percent of sales revenue from the
drugs.

In 2010, two subsidiaries of Johnson &
Johnson illegally marketed the epi-
lepsy drug Topamax for off-label psy-
chiatric uses.

Now we go to Merck. Merck is the
third largest pharmaceutical company
in the world. In 2011, last year, Merck
pleaded guilty to a criminal mis-
demeanor charge for violation of the
Food, Drug, and Cosmetic Act, and
paid a $950 million settlement for ille-
gally promoting Vioxx for rheumatoid
arthritis before that use was approved.

In 2011, Merck will pay the State of
Massachusetts $24 million to settle
claims that former subsidiary Warrick
Pharmaceuticals reported inflated and
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false prices for asthma medications,
causing the State’s Medicaid Program
to overpay.

In 2008, Merck reached a $670 million
settlement for fraud on patients and
Medicare/Medicaid, involving a con-
spiracy with hospitals to give the el-
derly cheaper drugs but charging them
for the more expensive product.

Now we go to GlaxoSmithKline.
GlaxoSmithKline is, again, one of the
largest pharmaceutical companies in
the world. It made profits of almost $44
billion in 2011.

GlaxoSmithKline in 2011 announced
that it had reached an ‘‘agreement in
principle” with the U.S. government to
pay $3 billion to conclude the com-
pany’s most significant ongoing Fed-
eral Government investigations, spe-
cifically illegal sales and marketing
practices in Colorado and Massachu-
setts; overcharging the Medicaid re-
bate program; and illegal development
and marketing of Avandia, a diabetes
drug.

In 2006, GlaxoSmithKline agreed to
pay $14 million to settle allegations
that it engaged in patient fraud.

In 2005, GlaxoSmithKline paid $150
million to settle claims it overcharged
the government for two antinausea
drugs.

In 2003, GlaxoSmithKline signed a
corporate integrity agreement and paid
$88 million in a civil fine for over-
charging Medicaid.

And on and on and on it goes.

When we talk about the high cost of
health care, when we talk about the
fact that the United States has the
highest prices in the world for prescrip-
tion drugs, it is important for us to ad-
dress the crisis in terms of fraud within
the pharmaceutical industry and the
fact that virtually every major drug
company has been found guilty of fraud
or reached a settlement in terms of
fraud charges.

In 2010, the pharmaceutical industry
achieved a dubious distinction. It sur-
passed the notoriously corrupt defense
contracting industry in defrauding the
government. The pharmaceutical in-
dustry accounted for nearly half—$1.8
billion of a total of $4.1 billion—of the
penalties collected in 2011 by the De-
partment of Justice/Health and Human
Services Health Care Fraud and Abuse
Control Program.

In 2012—and this is quite amazing—
the pharmaceutical industry is ex-
pected to pay out up to four times the
amount of last year’s penalty, between
$8 billion to $9 billion in penalties due
to pending fraud settlements with the
Department of Justice. And those are
the penalties for fraud that has been
discovered. Who knows what type of
fraud is taking place on behalf of the
drug companies that has not been dis-
covered.

Let me recapitulate. Virtually every
major drug company has either been
found guilty of, or settled charges of,
significant fraud over the last 10 years.

The question arises—and this is an
important question—is fraud within



May 23, 2012

the pharmaceutical industry the excep-
tion or, is it, simply put, their business
model? Is fraud the business model of
the pharmaceutical industry, which
thinks that in most cases they can get
away with the fraud, make huge profits
and, in some cases when they get
caught, they will in fact pay a penalty
but the penalty will in no way match
the kinds of huge profits they are mak-
ing from their fraudulent activity?

The question the Senate has got to
address is, Do we look away from this
issue, do we ignore this issue, or do we
finally address the very important
issue of fraud within the pharma-
ceutical industry, fraud being prac-
ticed by virtually every drug company
in our country?

It is obvious to anyone paying atten-
tion to the prevalence of pharma-
ceutical industry fraud that our pun-
ishments are not enough to address
this problem, because apparently the
drug companies are not too intimi-
dated by the laws on the books. They
think it makes business sense for them
to continue going forward on their
fraudulent activities.

The amendment I am offering would
send a strong and clear message to the
drug industry: Illegal behavior will not
be rewarded with continued govern-
ment-granted monopolies. There are
some things—patients’ safety, the de-
votion of scarce public resources to
provide health care to needy patients—
that are more important than drug
company profits.

This amendment is designed to effec-
tively deter pharmaceutical fraud by
making government-granted monopo-
lies contingent on good corporate be-
havior. I think that is the least we can
do.

This amendment would penalize any
instance of pharmaceutical fraud re-
sulting in a civil or criminal judgment
or a settlement with an acknowledge-
ment of fault by revoking any applica-
ble data or marketing exclusivity for
the particular drug or product involved
in the fraud. giving pharmaceutical
companies another factor to consider,
when weighing whether to violate the
law in their sales or billing practices.

If a company violated Federal or
State law by inflating the price of a
drug in Medicare or Medicaid billing or
illegally marketing a medication,
under my amendment that company
would lose the remainder of any exclu-
sivity period for that medication. Com-
panies would be required to self-report
qualifying violations to the FDA with-

in 30 days.

Let me conclude by saying this: Our
people are paying the highest
prices——

The PRESIDING OFFICER. The time
of the Senator has expired.

Mr. SANDERS. I ask unanimous con-
sent for 1 additional minute.

The PRESIDING OFFICER (Mr. DUR-
BIN). Without objection, it is so or-
dered.

Mr. SANDERS. Our people are paying
the highest prices in the world for pre-
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scription drugs. One of the reasons is
widespread fraudulent activity on the
part of virtually every major drug com-
pany in our country. It is no longer ac-
ceptable to turn a blind eye to that cri-
sis. The time to act is now. This
amendment would go a long way for-
ward to ending that outrageous fraud. I
ask the support of my colleagues for
this amendment.

I yield the floor.

The PRESIDING OFFICER (Mr.
MERKLEY). The Senator from Wyoming.

Mr. ENZI. Mr. President, I appreciate
the concern by the Senator from
Vermont, but I have to oppose the
amendment, No. 2109, because of some
of the unintended consequences it will
have.

This amendment would require drug
companies to forfeit exclusivity for
certain violations of the Federal Food,
Drug, and Cosmetic Act and other
laws.

“Exclusivity’”’ means exclusive mar-
ket rights granted by the Food and
Drug Administration upon approval of
a drug. It may or may not run concur-
rently with a patent. Exclusivity is a
very important type of intellectual
property  protection. Without it,
innovators cannot predictably obtain
returns on their drug development in-
vestments.

The stated purpose of the amendment
is to combat healthcare related fraud.
The premise is, if companies know
their profits are at risk, they will be
strongly discouraged from engaging in
fraudulent activity. But this amend-
ment 1is counterproductive: It will
make it more costly for law enforce-
ment to fight fraud and could hurt pa-
tients.

Congress is also thinking of ways to
improve healthcare antifraud pro-
grams. For example, in a recent open
letter to the health care community,
six members of the Senate Finance
Committee, led by Chairman BAUCUS
and Ranking Member HATCH, an-
nounced a bipartisan effort to solicit
ideas from the healthcare community
on ways to reduce healthcare waste,
fraud and abuse.

Estimates of the amount of fraud and
misspending in Medicare and Medicaid
vary widely, from $20 billion to as
much as $100 billion. To address this
problem, the six Senators solicited
ideas on program integrity and fraud
and abuse enforcement reforms.

This sort of constructive search for
real solutions is 1long overdue.
Healthcare fraud is a serious problem,
and I strongly agree that the Congress
should develop substantive solutions to
it.

The problem here is, the pending
amendment does not really tackle the
problem of fraud.

Instead, the amendment uses a blunt
instrument—revocation of exclu-
sivity—to punish an incredibly broad
range of legal violations.

This amendment would discourage
settlements in fraud cases. A settle-
ment agreement concerning a listed
violation would trigger forfeiture.
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If a company knows that settlement
would trigger a result that could cost
it hundreds of millions of dollars, it
will be less likely to settle. This will
make it harder for the government to
settle cases, and increase the backlog
of cases waiting for trial. It also cre-
ates the risk that a fraudster could
prevail or appeal, and prevent the pros-
ecutor from pursuing other cases.

Settlement is an important tool in a
prosecutor’s toolkit. It enables them to
pursue a higher volume of cases, while
still obtaining sizable judgments to
deter future fraud.

In fiscal year 2011, the Departments
of Justice and Health and Human Serv-
ices together recovered nearly $4.1 bil-
lion in taxpayer dollars through
healthcare anti-fraud prevention and
enforcement efforts. The ability to set-
tle claims contributed substantially to
this achievement by allowing the gov-
ernment to pursue a higher volume of
cases.

Within the Federal Food, Drug, and
Cosmetic Act itself, there are already
robust standards and enforcement tools
concerning industry marketing and
communications, and interactions with
healthcare providers and professionals.

The False Claims Act and strong
anti-kickback laws are also on the
books already.

This amendment will also discourage
manufacturers from developing new
cures. It creates tremendous uncer-
tainty about whether investors can ob-
tain returns on their drug development
investments. If a trivial violation of
FDA’s detailed, elaborate regulations
could put the entire investment in a
drug at risk, it will discourage invest-
ment in new treatments.

This would severely threaten bio-
medical investment and jobs. More im-
portantly, it would lead to fewer life-
saving therapies for patients.

This amendment could produce ab-
surd results. For example, the amend-
ment would revoke exclusivity for a
civil judgment concerning adulteration
of a drug. A drug is considered adulter-
ated if a manufacturer violates FDA’s
current Good Manufacturing Practices,
known as cGMPs. There is no intent re-
quirement, and no minimum number of
inspection requirements to trigger li-
ability. Some examples of cGMP viola-
tions include: Washing and toilet fa-
cilities are not easily accessible to
working areas; adequate lighting is not
provided in all areas; laboratory
records do not include complete
records of the periodic calibration of
laboratory instruments.

It obviously does not make sense to
strip drug companies of exclusivity for
violations like this, which do not re-
flect fraudulent intent. It is dispropor-
tionate and counterproductive.

Again, I strongly agree that
healthcare fraud is a significant prob-
lem. The best way to solve it is
through robust enforcement of the
many current laws on point, and con-
tinuing to work with the health care
community to find effective solutions.
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That would be going through com-
mittee hearings as well. The pending
amendment would not reduce fraud. On
the contrary, it would frustrate the
government’s current anti-fraud ef-
forts, and ultimately harm patients
and taxpayers alike.

I encourage a **
amendment.

I yield the floor and reserve the re-
mainder of our time.

Mr. COBURN. I ask unanimous con-
sent that the pending amendment be
set aside and that Coburn amendment
No. 2131 be called up.

Mr. HARKIN. Mr. President, I object.
How much time is left on the Sanders
amendment?

The PRESIDING OFFICER. The Sen-
ator from Vermont has no time left.
The Senator from Wyoming controls 10
minutes.

Mr. HARKIN. Will the Senator from
Oklahoma withhold? We have some
people who want to speak. Once the
time has run, then we automatically
move on to another amendment and
could bring up the Senator’s amend-
ment at that point.

Mr. COBURN. It is my understanding
that the time is under our control. At
present, there is 10 minutes left.

Mr. HARKIN. There is 10 minutes in
opposition to the amendment.

Mr. COBURN. I will be happy to yield
to the ranking member. If he has peo-
ple who wish to speak in opposition,
that is fine.

Mr. HARKIN. Senator MIKULSKI was
here earlier. She wants to speak on
this amendment. If we just wait 5 min-
utes?

The PRESIDING OFFICER. The Sen-
ator from Maryland.

Ms. MIKULSKI. Mr. President, first I
thank my colleague from Oklahoma. I
just want to take a few minutes, if I

”

no” vote on this

could, to talk about an important
issue.
Mr. HARKIN. I am sorry, I was

wrong. I thought the Senator wanted
to speak on the Sanders amendment.
She wanted to speak on the underlying
bill itself?

Ms. MIKULSKI. Yes.

Mr. HARKIN. The Senator just seeks
5 minutes?

Ms. MIKULSKI. Or less.

Mr. HARKIN. Since it is my time, I
yield the Senator from Maryland 5
minutes on the underlying bill.

Ms. MIKULSKI. I will be very brief.

The PRESIDING OFFICER. The Sen-
ator from Maryland.

Ms. MIKULSKI. Mr. President, I say
to our colleague from Oklahoma, him-
self a physician, that he will be very
keenly interested in this issue of pre-
scription drug shortages. This is a
problem that has been brought to my
attention by Marylanders, leaders of
great institutions such as the Univer-
sity of Maryland and Hopkins, as well
as family members who care for some-
one and find that, although there has
been the right diagnosis and there is
even the right drug to care for that
problem—Ilike the dread ‘‘cancer”
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word—the drug is not available. So you
can imagine the last thing you want to
hear is that your child has cancer, and
then the worst thing you want to hear
is that there is a shortage of that drug
to take care of that child. That is not
because it has not been developed, not
because there has not been a scientific
breakthrough, but because there has
been a manufacturing problem or be-
cause the company stopped making the
drug when it was no longer profitable.
That is inexcusable. The bill before us
does something about it.

In 2011 we had more than 250 drug
shortages. That is not incidents, that is
250 drugs that were in shortage. Half of
the drugs that experience a shortage go
into shortage multiple times.

This drug shortage threatens public
health by preventing patients and phy-
sicians from accessing needed medica-
tions. It forces doctors to often delay
medical procedures, use alternative
products that may carry unwanted side
effects or to rely on foreign versions of
drugs that might not have been re-
viewed by FDA or it sends their very
able pharmacists in their institutions
to spend endless hours on the phone to
be able to come up with the needed
drug.

As T said, this was brought to my at-
tention by letters from some famous
constituents—meaning well-known in
our community—with great health in-
surance who had a child who had leu-
kemia and then found the drug was in
short supply. We heard from doctors
who were forced to delay or turn to al-
ternative treatments, hospitals scram-
bling to manage these shortages, and
pharmacists trying to track down
needed treatments. Even then, we
heard about gouging and we heard
about a gray market. The gouging was
pumping up the price when there was a
shortage, and then there is a gray mar-
ket where you can go to buy these
drugs, but they might not be the drug
you wanted or they might have been on
somebody’s shelf a long time and were
flawed and even dangerous or they had
not been refrigerated.

I could go through one horror story
after another. I wanted to bring this to
the attention of the full Senate be-
cause as we work on this excellent, bi-
partisan bill on user fees, what we also
have is a very commonsense way of
dealing with the drug shortage issue.

It has the support of the private sec-
tor and certainly those who care for
patients, as well as patients them-
selves. I hope we pass this underlying
bill, and I hope we do not tie up this

legislation with amendments that
could either derail or deter it.

I yield the floor.

Mr. HARKIN. Mr. President, how

much time is remaining on the Sanders
amendment?

The PRESIDING OFFICER. There is
7 minutes in opposition that remains
on the Sanders amendment.

Mr. HARKIN. I will yield myself a
couple of minutes.

I join with my colleague Senator
ENZI in opposition to the Sanders
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amendment. We are all disturbed by a
lot of what we are reading and these
big settlements. I know the recent one
a couple of weeks ago on Abbott Labs
where part of the prosecution case was
actually that this was part of their
business model. Then they had to set-
tle it. So this is all very disturbing.

However, that cries out more for,
perhaps, looking at the criminal
charges and perhaps strengthening
some of those things but not taking
away exclusivity. If you do that, a lot
of times you could take away exclu-
sivity from someone who just com-
mitted a misdemeanor. A lot of these
settlements were misdemeanor charges
where no intent was shown.

A lot of times, if you did this, you
might penalize someone who maybe
had done something wrong in the past,
and now maybe they have new leader-
ship, a new company, and reformed
themselves, and now they have to lose
their exclusivity? You would not want
to do that.

Third, if you do this—I think Senator
ENzI pointed this out correctly—if
there is no reason to settle, then people
are going to go to the wall in terms of
defending themselves, and DOJ doesn’t
have all that kind of personnel and the
time to do that. I think we would then
have an even worse situation of people
committing fraud because then they
would know they would not have any
reason to settle it whatsoever. Settle-
ment is a good tool to be used by pros-
ecutors to get cases to justice, to make
sure consumers are made whole, and to
let people know they are being
watched. That is what they do.

I think the Sanders amendment,
while maybe well-intentioned—I know
it is well-intentioned. I know the Sen-
ator has all good intentions of what he
wants to do. But I think it goes too far
and is not the right solution to that
problem. So I would oppose Senator
SANDERS amendment also.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Oklahoma.

AMENDMENT NO. 2131

Mr. COBURN. I ask unanimous con-
sent that the pending amendment be
set aside, and I call up amendment No.
2131, which is at the desk, and ask that
it be reported.

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

The assistant legislative clerk read
as follows:

The Senator from Oklahoma [Mr. COBURN],
for himself, and Mr. BURR, Dproposes an
amendment numbered 2131.

Mr. COBURN. Mr. President, I ask
unanimous consent that the reading of
the amendment be dispensed with.

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

The amendment is as follows:
(Purpose: To require an independent assess-

ment of the Food and Drug Administra-

tion’s review of drug applications)

At the end of title VII, add the following:
SEC.7 . INDEPENDENT ASSESSMENT.

(a) IN GENERAL.—The Secretary shall con-
tract with a private, independent consulting
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firm capable of performing the technical
analysis, management assessment, and pro-
gram evaluation tasks required to conduct a
comprehensive assessment of the process for
the review of drug applications under sub-
sections (b) and (j) of section 505 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
3565(b), (j)) and subsections (a) and (k) of sec-
tion 351 of the Public Health Service Act (42
U.S.C. 262(a), (k)). The assessment shall ad-
dress the premarket review process of drugs
by the Food and Drug Administration, using
an assessment framework that draws from
appropriate quality system standards, in-
cluding management responsibility, docu-
ments controls and records management,
and corrective and preventive action.

(b) PARTICIPATION.—Representatives of the
Food and Drug Administration and manufac-
turers of drugs subject to user fees under
part 2 of subchapter C of chapter VII of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 379g et seq.) shall participate in a
comprehensive assessment of the process for
the review of drug applications under section
505 of the Federal Food, Drug, and Cosmetic
Act and section 351 of the Public Health
Service Act. The assessment shall be con-
ducted in phases.

(c) FIRST CONTRACT.—The Secretary shall
award the contract for the first assessment
under this section not later than March 31,
2013. Such contractor shall evaluate the im-
plementation of recommendations and pub-
lish a written assessment not later than Feb-
ruary 1, 2016.

(d) FINDINGS AND RECOMMENDATIONS.—

(1) IN GENERAL.—The Secretary shall pub-
lish the findings and recommendations under
this section that are likely to have a signifi-
cant impact on review times not later than
6 months after the contract is awarded.
Final comprehensive findings and rec-
ommendations shall be published not later
than 1 year after the contract is awarded.

(2) IMPLEMENTATION PLAN.—The Food and
Drug Administration shall publish an imple-
mentation plan not later than 6 months after
the date of receipt of each set of rec-
ommendation.

(e) SCOPE OF ASSESSMENT.—The assessment
under this section shall include the fol-
lowing:

(1) Identification of process improvements
and best practices for conducting predict-
able, efficient, and consistent premarket re-
views that meet regulatory review stand-
ards.

(2) Analysis of elements of the review proc-
ess that consume or save time to facilitate a
more efficient process. Such analysis shall
include—

(A) consideration of root causes for ineffi-
ciencies that may affect review performance
and total time to decision;

(B) recommended actions to correct any
failures to meet user fee program goals; and

(C) consideration of the impact of com-
bination products on the review process.

(3) Assessment of methods and controls of
the Food and Drug Administration for col-
lecting and reporting information on pre-
market review process resource use and per-
formance.

(4) Assessment of effectiveness of the re-
viewer training program of the Food and
Drug Administration.

(5) Recommendations for ongoing periodic
assessments and any additional, more de-
tailed or focused assessments.

(f) REQUIREMENTS.—The Secretary shall—

(1) analyze the recommendations for im-
provement opportunities identified in the as-
sessment, develop and implement a correc-
tive action plan, and ensure it effectiveness;

(2) incorporate the findings and rec-
ommendations of the contractors, as appro-
priate, into the management of the pre-
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market review program of the Food and
Drug Administration; and

(3) incorporate the results of the assess-
ment in a Good Review Management Prac-
tices guidance document, which shall include
initial and ongoing training of Food and
Drug Administration staff, and periodic au-
dits of compliance with the guidance.

Mr. COBURN. Mr. President, let me
say how proud I am of all of the mem-
bers of the HELP Committee on this
difficult and complicated issue they
are bringing before us. Having been in
business and under the control of the
FDA as a medical device manufacturer,
this is a very complicated area of law
that, if done right, will have tremen-
dous positive effects, and I think the
Senators have put out a very good bill.
I congratulate my colleagues and all
the members on doing that.

I have two amendments, and I am
going to speak for a very short period
of time on both of them. I will work
with the ranking member and the
chairman to see if we can’t get to
where we don’t have to vote on them.

I would like to give just a little his-
tory on PDUFA and MDUFA. The rea-
son they were set up in the first place
was to help fund the FDA, and the rea-
son the manufacturers agreed to do
that was to get more timeliness in
terms of response to their applications.
That was the whole basis for it. And
what we have before us today is some
improvement in terms of the FDA’s re-
sponse but really not everything we
should have gotten.

I, along with Senator BURR, asked for
a GAO study to the FDA in terms of
meeting stated performance goals, and
we found out a whole lot about that,
and that is my next amendment, but I
say that to preface why I have this
amendment.

In this bill is a wonderful require-
ment that causes the FDA to contract
with an independent management com-
pany to assess the management of the
missions and resources of the device
regulation component of the FDA.
What is missing is that same inde-
pendent review in terms of drugs. It is
one of those situations where we invest
in something that would pay us addi-
tional big dividends. I know it will pay
big dividends in the device area. It will
also pay big dividends in the drug area.
I don’t know what the workings of the
committee are and why they decided
not to put this in as far as the drug re-
view process, but having a second look
at a very complicated regulatory and
approval structure could be very bene-
ficial in terms of improving both the
quality of the outcome as well as the
timeliness.

So this amendment simply says that
what we are going to do for the device,
which is in the bill already, we are also
going to do for the drug side of the
FDA. It is about gathering knowledge
for both the FDA and for us as we help
this agency perform very needed
things.

As a physician, I read a lot about new
science on new drugs. The things that
are coming in this country are going to
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be phenomenal in terms of new treat-
ments and new drugs and new capabili-
ties. In terms of our competitiveness
worldwide but also in terms of how we
address these diseases, we need to have
the most efficient regulatory agency
we can.

All T am asking is that we treat all of
the FDA the same in terms of taking a
look at how well they are doing, what
could they do better, and how they
could do it better. That report comes
to us and the FDA, and so we can see
the weaknesses. We have not been
through every area of the FDA as
Members of the Senate, and to have an
independent assessment of the drug
side as well as the device side will pay
huge benefits to the FDA, but mostly
it will pay huge benefits to people of
this country in terms of the timeliness
of drug presentation.

I won’t speak any more to that. It is
a commonsense, good-government
amendment. Part of it is in the bill,
and part of it is not in the bill. It is
something that will pay us big divi-
dends not only in terms of health care
and improving the operation of the
FDA but also in terms of improving
our competitiveness worldwide.

AMENDMENT NO. 2132

Mr. COBURN. Mr. President, I ask
that that amendment be set aside, and
I call up amendment No. 2132, which is
at the desk, and ask that it be re-
ported.

The PRESIDING OFFICER. The
clerk will report.

The assistant legislative clerk read
as follows:

The Senator from Oklahoma [Mr. COBURN],
for himself, and Mr. BURR, proposes an
amendment numbered 2132.

Mr. COBURN. Mr. President, I ask
unanimous consent that the reading of
the amendment be waived.

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

The amendment is as follows:
(Purpose: To provide that a portion of the

performance awards of each employee of

the Center for Drug Evaluation and Re-
search, the Center for Devices and Radio-
logical Health, and the Center for Biologics

Evaluation and Research be connected to

an evaluation of the employee’s contribu-

tion to goals under the user fee agree-
ments)

At the end of title XI, add the following:
SEC. 11 . PERFORMANCE AWARDS.

(a) IN GENERAL.—Not later than 1 year
after the date of enactment of this Act, the
Secretary of Health and Human Services (re-
ferred to in this section as the ‘‘Secretary’’)
shall establish a system by which a portion
of the performance awards of each employee
described in subsection (b) shall be con-
nected to the evaluation of the employee’s
contribution, in the discretion of the Sec-
retary, to the goals under the user fee agree-
ments described in section 101(b), 201(b),
301(b), or 401(b), as appropriate.

(b) EMPLOYEES DESCRIBED.—

(1) IN GENERAL.—Subsection (a) shall apply
only to employees who—

(A) are employed by the Center for Drug
Evaluation and Research, the Center for De-
vices and Radiological Health, or the Center
for Biologics Evaluation and Research; and
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(B) are involved in the review of drugs, de-
vices, or biological products.

(2) COMMISSIONED CORPS.—For purposes of
this section, the term ‘‘employee’ includes
members of the Public Health Service Com-
missioned Corps.

(c) EFFECT ON AWARD.—The degree to
which the performance award of an employee
is affected by the evaluation of the employ-
ee’s contribution to the goals under the user
fee agreements, as described in subsection
(a), shall be proportional to the extent to
which the employee is involved in the review
of drugs, devices, or biological products.

(d) REPORT.—The Secretary shall issue an
annual report detailing how many employees
were involved in meeting the goals under the
user fee agreements described in section
101(b), 201(b), 301(b), and 401(b), and the man-
ner of the involvement of such employees.

Mr. COBURN. Mr. President, this is
an amendment that comes out of a
study of GAQO’s findings, and GAO did a
wonderful job looking at the FDA.
What we found out—part of it will be
covered if, in fact, we do this other
study on the management, but what
GAO is telling us is that there is an ir-
regular pattern of performance review
at the FDA. Part of the evaluation of
about 40 percent of the people who are
involved in the drug and device ap-
proval process, in terms of their per-
formance review, has to do with the
timeliness of their work product. And
it is only a small component, but it is
still a component of it.

What this amendment does is it says:
FDA, make this part of your compo-
nent on the people who are actually re-
viewed in the review process—not to
try to push them to do it better but to
have a management tool with which to
evaluate individual employees doing
this.

The fact that they are already doing
this on some—and what GAO really
said is that it is just a lack of manage-
ment effectiveness that they have not
installed it everywhere else. All this
amendment says is that this should be
one component as they evaluate their
employees on their performance re-
views and ask: How did you do on time-
liness? Was your work product timely?

The idea behind this is not to push
drugs out that should not be approved.
It is not to push out devices that
should not be approved. But remember
that the purpose for PDUFA and
MDUFA in the first place was to fund
FDA with additional money so they
would be more timely.

The opposition I hear to this amend-
ment that we are afraid that if this is
a component of review, they might re-
view a product and let it go when they
shouldn’t does not make sense since al-
ready 40 percent of the employees
doing this are being evaluated on this
performance standard anyway. So I
would raise the question: If we are in
opposition to this amendment, why in
the world haven’t we eliminated this as
a part of all the review process already
if, in fact, there is a concern? There is
not a concern with it. It is a good man-
agement tool. It is used in all sorts of
government agencies. And I commend
to the attention of my colleagues the
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GAO report that backs up exactly what
I am saying and their recommendation.
These are not ToM COBURN’s rec-
ommendations, these are the GAO rec-
ommendations for FDA. They address
the concerns of inappropriate pressure
for early approval or inappropriate ap-
proval for drugs or devices.

Again, it is good government and
common sense. It is how one would
manage a private organization. You
would put every component that the
employee is involved with as a compo-
nent as part of the review process.

My hope is that we do not have to
vote on this. When my colleagues actu-
ally thoroughly study the GAO report,
they will embrace what they are say-
ing. It is common sense with sound
judgment that deals with the FDA.

I yield the floor.

Mr. HARKIN. Would the Senator
yield for a question?

Mr. COBURN. I would be happy to.

Mr. HARKIN. I think the Senator is
making a lot of common sense. The
only question I would ask is—and I
don’t know a lot about this. I haven’t
read the GAO report. But if, in fact,
every employee says, I know they are
going to get me on this timeliness. So
it is the balance of safety and quick-
ness, safety and expediency. In other
words, we try to get a balance. We
want devices and drugs approved as
quickly as possible, but we don’t want
to jeopardize safety. Those are the two
things we always try to balance here,
safety being the foremost. We want
things to be safe.

My question is, by enshrining this
into law rather than in the administra-
tion, would this somehow put more
undue pressure on reviewers and others
to do something quickly and jeopardize
the safety aspect?

Mr. COBURN. My answer to the
chairman through the Chair is that the
FDA does nothing quickly now, and he
knows that because he has been sitting
in oversight over them for years. That
is No. 1. The answer to No. 2 is, if the
Senator reads the GAO report, they
have no explanation on why they do it
on some employees and not others. The
fact is, if this is a bad thing, why are
they doing it on 40 percent of the em-
ployees now? The No. 1 and No. 2 things
the FDA is charged with are safety and
efficacy. Safety comes first. They get
graded on how well they do on that. So
we have this counterbalance.

Well, what we have is a lack of re-
sponsiveness even though billions of
dollars are going to the FDA from the
device companies and the drug compa-
nies. Part of the deal was to make
them more timely. That means in no
way do you ignore safety and in no way
do you ignore efficacy. The fact is they
do deserve answers, and what is hap-
pening a lot of times is they are not.

I fully support the bureaucracy of the
FDA in terms of them doing their job.
I think they do an awfully good job.
They are just awfully slow at it, and
when you ask why, there is not a good
answer.
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The point is, if there are a large num-
ber of employees who are already re-
viewed as a small component, it
doesn’t have to be a major one, but it
ought to be something you think
about. Do I push this off my desk be-
cause I am bored with it? Does the
timeframe mean anything?

We are not going after eliminating
safety and efficacy, we are going after
smart management, and those two
things, safety and efficacy, reign su-
preme at the FDA. That is why we
spend so much in this country. That is
why most of the drugs are approved
outside of this country way ahead of
when they get approved here, because
our drugs and devices are safer and we
are slow to approve, and rightly so, but
we should not be like frozen ice slowly
slipping down a hill. All this says is,
let’s make it one component of many
in terms of review. Again, I tell the
chairman, this is not my recommenda-
tion, this is the GAOQO’s recommenda-
tion.

So I would appreciate consideration
by the chairman and ranking member
for these amendments. I think they are
common sense. We could look at them
again. If the Senator thinks there is a
problem, we can put in a caveat. Let’s
look at it in a year and say: Have there
been problems because we have done
this? But it is good management, it
does make sense, and they are already
doing it on 40 percent of their employ-
ees who are involved in the approval of
both drugs and devices.

I thank the chair for his question.

I yield the floor, and I will be back.

The PRESIDING OFFICER. The Sen-
ator from Iowa.

AMENDMENT NO. 2129

Mr. GRASSLEY. Mr. President, I rise
for the purpose of calling up amend-
ment No. 2129.

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

The assistant legislative clerk read
as follows:

The Senator from Iowa [Mr. GRASSLEY],
proposes an amendment numbered 2129.

Mr. GRASSLEY. Mr. President, I ask
unanimous consent that the reading of
the amendment be dispensed with.

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

The amendment is as follows:
(Purpose: To provide deadlines for the

issuance of certain regulations and to re-

quire a GAO report on the implementation
of the clinical trial registration and re-
porting requirements under the Public

Health Service Act)

At the end of title XI, add the following:
SEC. 11 . REGULATIONS ON CLINICAL TRIAL

REGISTRATION; GAO STUDY OF
CLINICAL TRIAL REGISTRATION AND
REPORTING REQUIREMENTS.

(a) DEFINITIONS.—In this section—

(1) the term ‘‘applicable clinical trial” has
the meaning given such term under section
402(j) of the Public Health Service Act (42
U.S.C. 282(j));

(2) the term ‘‘Director’” means the Director
of the National Institutes of Health;

(3) the term ‘‘responsible party’ has the
meaning given such term under such section
402(j); and
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(4) the term ‘‘Secretary’” means the Sec-
retary of Health and Human Services.

(b) REQUIRED REGULATIONS.—

(1) PROPOSED RULEMAKING.—Not later than
180 days after the date of enactment of this
Act, the Secretary, acting through the Di-
rector, shall issue a notice of proposed rule-
making for a proposed rule on the registra-
tion of applicable clinical trials by respon-
sible parties under section 402(j) of the Pub-
lic Health Service Act (42 U.S.C. 282(j)) (as
amended by section 801 of the Food and Drug
Administration Amendments Act of 2007).

(2) FINAL RULE.—Not later than 180 days
after the issuance of the notice of proposed
rulemaking under paragraph (1), the Sec-
retary, acting through the Director, shall
issue the final rule on the registration of ap-
plicable clinical trials by responsible parties
under such section 402(j).

(3) LETTER TO CONGRESS.—If the final rule
described in paragraph (2) is not issued by
the date required under such paragraph, the
Secretary shall submit to Congress a letter
that describes the reasons why such final
rule has not been issued.

(¢) REPORT BY GAO.—

(1) IN GENERAL.—Not later than 2 years
after the issuance of the final rule under sub-
section (b), the Comptroller General of the
United States shall submit to the Committee
on Health, Education, Liabor, and Pensions of
the Senate and the Committee on Energy
and Commerce of the House of Representa-
tives a report on the implementation of the
registration and reporting requirements for
applicable drug and device clinical trials
under section 402(j) the Public Health Serv-
ice Act (42 U.S.C. 282(j)) (as amended by sec-
tion 801 of the Food and Drug Administra-
tion Amendments Act of 2007).

(2) CONTENT.—The report under paragraph
(1) shall include—

(A) information on the rate of compliance
and non-compliance (by category of sponsor,
category of trial (phase II, III, or IV), wheth-
er the applicable clinical trial is conducted
domestically, in foreign sites, or a combina-
tion of sites, and such other categories as
the Comptroller General determines useful)
with the requirements of—

(i) registering applicable clinical trials
under such section 402(j);

(ii) reporting the results of such trials
under such section; and

(iii) the completeness of the reporting of
the required data under such section; and

(B) information on the promulgation of
regulations for the registration of applicable
clinical trials by the responsible parties
under such section 402(j).

(3) RECOMMENDATIONS.—If the Comptroller
General finds problems with timely compli-
ance or completeness of the data being re-
ported under such section 402(j), or finds that
the implementation of registration and re-
porting requirements under such section
402(j) for applicable drug and device clinical
trials could be improved, the Comptroller
General shall, after consulting with the
Commissioner of Food and Drugs, applicable
stakeholders, and experts in the conduct of
clinical trials, make recommendations for
administrative or legislative actions to in-
crease the compliance with the requirements
of such section 402(j).

Mr. GRASSLEY. Mr. President, first
of all, I congratulate my colleague
from Iowa and my colleague from Wyo-
ming for the bipartisanship of this leg-
islation.

The FDA amendments of 2007 man-
dated basic public results reporting for
all clinical trials supporting FDA-ap-
proved drugs and devices. Clinical
trials results help both patients and
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doctors understand the benefits and ef-
ficacy of a particular medical product.

Moreover, a July 2011 FDA report
stated:

Understanding variable characteristics in
clinical trial sites is becoming increasingly
important because of the international na-
ture of current clinical trials. The sources of
differences in efficacy results between the
U.S. and foreign clinical trials sites have yet
to be determined, but differences rooted in
the conduct of the clinical trial should be
evaluated.

It has been 5 years since the passage
of the FDA Amendments Act, and the
National Institutes of Health is still in
the process of writing proposed regula-
tions. The clinicaltrials.gov program
and title VIII of the FDA Amendments
Act were considered major reforms and
helped science information advances. If
they are not being implemented well or
adequately enforced, society will fail
to reap the full benefits of the billions
of dollars in good medical science re-
search.

This amendment before the Senate
will impose a deadline by which the
NIH will finalize both the proposed and
final regulations. Further, 2 years after
the regulation has been in place, the
Government Accountability Office will
conduct a study on compliance with
regulations and will look at, among
other things, whether the applicable
clinical trial is conducted domesti-
cally, in foreign sites, or in a combina-
tion of sites. The rapid increase in
trials being run overseas makes it im-
perative that the Government Ac-
countability Office investigate this
matter.

Currently, ‘80 percent of approved
marketing applications for drugs and
biologics contained data from foreign
clinical trials.”” The “FDA inspected 1.9
percent of domestic clinical trial sites
and 0.7 percent of foreign clinical trial
sites.” We need stronger reporting re-
quirements to ensure we understand
what the implications are of this move
to having so many trials conducted
overseas. I encourage my colleagues to
support this important amendment.

Before I move on, I wish to talk
about another amendment I am a co-
sponsor of, which is an amendment of-
fered by Senator PORTMAN that will
make dangerous synthetic drugs such
as K2 and bath salts schedule I nar-
cotics. I have worked for over a year
now to get this legislation passed
through the Senate after a constituent
of mine named David Rozga committed
suicide shortly after smoking K2 with
some friends nearly 2 years ago.

I introduced the David Mitchell
Rozga Act in March of 2011, and the
Senate dJudiciary Committee unani-
mously passed it out of committee
along with two other related bills spon-
sored by Senator SCHUMER and Senator
KLOBUCHAR last July. Since that time,
the use of synthetic drugs has grown
very rapidly, with the number of calls
into poison control centers going from
as few as 19 in the year 2009 to over
6,000 in the year 2011.

The House passed their version of
this bill last December on a strong bi-

S3491

partisan vote, but one Senator has
blocked consideration of this legisla-
tion in this Chamber up to now.

So I am grateful we are finally able
to have a vote on this issue, and I urge
passage of the Portman amendment as
well.

Madam President, I wish to go to an-
other amendment, if that would be ap-
propriate at this time.

The PRESIDING OFFICER (Ms. KLO-
BUCHAR). Without objection, it is so or-
dered.

AMENDMENT NO. 2121

Mr. GRASSLEY. I call up amend-
ment No. 2121.

The PRESIDING OFFICER. The
clerk will report.

The bill clerk read as follows:

The Senator from Iowa [Mr. GRASSLEY]
proposes an amendment numbered 2121.

Mr. GRASSLEY. I ask unanimous
consent that the reading of the amend-
ment be dispensed with.

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

The amendment is as follows:
(Purpose: To provide employee protections

for the Commissioned Corps of the Public

Health Service Act)

At the end of title XI, add the following:

SEC. 11 . PROTECTIONS FOR THE COMMIS-
SIONED CORPS OF THE PUBLIC
HEALTH SERVICE ACT.

(a) IN GENERAL.—Section 221(a) of the Pub-
lic Health Service Act (42 U.S.C. 213a(a)) is
amended by adding at the end the following:

‘“(18) Section 1034, Protected Communica-
tions; Prohibition of Retaliatory Personnel
Actions.”.

(b) CONFORMING AMENDMENT.—Section
221(b) of the Public Health Service Act (42
U.S.C. 213a(b)) is amended by adding at the
end the following: ‘‘For purposes of para-
graph (18) of subsection (a), the term ‘Inspec-
tor General’ in section 1034 of such title 10
shall mean the Inspector General of the De-
partment of Health and Human Services.”’.

Mr. GRASSLEY. Madam President,
the bill before us, S. 3187, did not ad-
dress a top priority of mine, and that is
ensuring whistleblowers have adequate
protections.

Four months ago my office learned of
a very abusive treatment by the FDA
on certain whistleblowers due to those
whistleblowers’ protected communica-
tions with Congress and, more specifi-
cally, with this Senator’s office. Once
the agency learned of the communica-
tion, even though they were on per-
sonal e-mail, it began actively moni-
toring and observing employees’ per-
sonal e-mail, as one might expect, and
they observed those e-mail accounts
for 2 years—for a whole 2 years—until
the agency was able to have the em-
ployee fired.

Whistleblowers shouldn’t be fired for
doing what is patriotic; that is, report-
ing wrongdoing to Congress. Regret-
tably, I was not shocked to learn that
the FDA was mistreating whistle-
blowers within its agency, as it has
done on more than one occasion, and as
I have pointed out to my colleagues. 1
have been reporting those things ever
since the Vioxx situation of 2004, I be-
lieve.



S3492

What makes this example different,
though—and even worse—is the FDA
intentionally went after an employee
because it knew this employee was not
covered by the Whistleblower Protec-
tion Act. Now, it might surprise some
of my colleagues that all employees
aren’t covered by the Whistleblower
Protection Act. This employee in ques-
tion was a member of the Public
Health Service Commissioned Corps,
and because of a decision from the
Court of Federal Claims these employ-
ees—meaning the Public Health Serv-
ice along with other members of the
uniformed services—are not covered by
the Federal employee whistleblower
protections.

I think the court case was wrong, but
anyway, that is the way the Court of
Federal Claims ruled. That ruling came
as a result of the Verbeck v. United
States case, and the Court of Federal
Claims held that an officer in the Pub-
lic Health Service Commissioned Corps
is a member of the uniformed service
and as such is not covered by the civil-
ian Whistleblower Protection Act, nor
even the Military Whistleblower Pro-
tection Act. This same logic extends to
the commissioned corps of the National
Oceanic and Atmospheric Administra-
tion as well. So under the precedent of
this Verbeck case, the officers of both
the Public Health Service and NOAA
currently have no whistleblower pro-
tection under Federal law.

This 1is particularly problematic
when we consider that the Public
Health Service and NOAA officers can
be detailed to agencies such as the FDC
or the Centers for Disease Control.
There, these officers, working in an-
other agency, happen to work side-by-
side with civilian employees of that
agency doing very critical work to re-
view and approve drugs, oversee med-
ical devices, and even work on infec-
tious diseases. However, unlike their
civilian colleagues who are employees
of that agency and who are sitting
right next to them, if these employees
uncover wrongdoing, waste, fraud, and
abuse, they can be retaliated against
by the agency and have no recourse for
it. That is exactly what happened to
this Public Health Service employee
working in the Food and Drug Admin-
istration when they reported wrong-
doing at that agency to Congress. They
did it by personal e-mail, and the FDA
got on to it and then fired the one em-
ployee who was reporting to Congress
but did not fire the employees who
were protected by the Whistleblower
Protection Act. So that is why I say
this is wrong, and it needs to be fixed.
This amendment will fix it.

Whistleblowers point out fraud,
waste, and abuse when no one else will,
and they do so while risking their pro-
fessional careers. Whistleblowers have
played a critical role in exposing gov-
ernment failures, and vretaliation
against whistleblowers should never be
tolerated.

For this reason, I offered an amend-
ment that expands whistleblower pro-
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tection for uniformed employees of the
Public Health Service. It corrects the
anomaly pointed out by the Court of
Federal Claims and ensures that offi-
cers in the Public Health Service have
some baseline whistleblower protec-
tion. It expressly includes the commis-
sioned corps of the Public Health Serv-
ice within the protections of the Mili-
tary Whistleblower Protection Act.
This is consistent with the structure of
the commissioned corps functioning
like a military organization and
matches the fact that these officers re-
ceive military-like benefits in retire-
ment.

Unfortunately, this amendment,
which I was able to get into this legis-
lation, only covers employees of the
Public Health Service. It does not ad-
dress the commissioned corps of NOAA
because of other Senators’ concern
that is not related to the underlying
bill. So I hope to be able to address
that remaining gap in whistleblower
protections in the near future so that
all employees of the Federal Govern-
ment are covered.

All Federal employees should feel
comfortable expressing their opinions
both inside the agency they work for as
well as to Congress. The inclusion of
this language will ensure those opin-
ions receive appropriate protections.

I wish to take this opportunity, as I
did in my opening comments on these
two amendments, to express my appre-
ciation to Senators HARKIN and ENZI
and their commitment and efforts over
the years to reform and improve the
FDA.

I yield the floor.

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

Mr. BURR. What is the pending busi-
ness on the Senate floor?

The PRESIDING OFFICER. The
pending business is Grassley amend-
ment No. 2121.

AMENDMENT NO. 2130

Mr. BURR. I ask unanimous consent
to set aside the pending amendment
and to call up amendment No. 2130.

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

The clerk will report.

The bill clerk read as follows:

The Senator from North Carolina [Mr.
BURR], for himself and Mr. COBURN, proposes
an amendment numbered 2130.

The PRESIDING OFFICER. I ask
unanimous consent that the reading of
the amendment be dispensed with.

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

The amendment is as follows:
(Purpose: To ensure transparency in Food

and Drug Administration user fee agree-

ment negotiations)

At the end of title XI, add the following:
SEC. 11 . TRANSPARENCY IN FDA USER FEE

AGREEMENT NEGOTIATIONS.

(a) PDUFA.—Section 736B(d) (21 U.S.C.
379h-2(d)), as amended by section 104, is fur-
ther amended by adding at the end the fol-
lowing:

“(7) INCLUSION OF CONGRESSIONAL REP-
RESENTATIVES.—Notwithstanding any other
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provision of this section, Members of Con-
gress or their designated staff may be
present at any negotiation meeting con-
ducted under this subsection between the
Food and Drug Administration and the regu-
lated industry, if a Member of Congress de-
cides to attend, or have his or her designated
staff attend on his or her behalf. Any staff
designated under the preceding sentence
may be required to comply with applicable
confidentiality agreements.”.

(b) MDUFA.—Section T738A(b) (21 U.S.C.
379j-1(b)), as amended by section 204, is fur-
ther amended by adding at the end the fol-
lowing:

‘(7T INCLUSION OF CONGRESSIONAL REP-
RESENTATIVES.—Notwithstanding any other
provision of this section, Members of Con-
gress or their designated staff may be
present at any negotiation meeting con-
ducted under this subsection between the
Food and Drug Administration and the regu-
lated industry, if a Member of Congress de-
cides to attend, or have his or her designated
staff attend on his or her behalf. Any staff
designated under the preceding sentence
may be required to comply with applicable
confidentiality agreements.”.

(c) GDUFA.—Section 744C(d), as added by
section 303 of this Act, is amended by adding
at the end the following:

“(7) INCLUSION OF CONGRESSIONAL REP-
RESENTATIVES.—Notwithstanding any other
provision of this section, Members of Con-
gress or their designated staff may be
present at any negotiation meeting con-
ducted under this subsection between the
Food and Drug Administration and the regu-
lated industry, if a Member of Congress de-
cides to attend, or have his or her designated
staff attend on his or her behalf. Any staff
designated under the preceding sentence
may be required to comply with applicable
confidentiality agreements.”’.

(d) BSUFA.—Section 744I(e), as added by
section 403 of this Act, is amended by adding
at the end the following:

‘(4) INCLUSION OF CONGRESSIONAL REP-
RESENTATIVES.—Notwithstanding any other
provision of this section, Members of Con-
gress or their designated staff may be
present at any negotiation meeting con-
ducted under this subsection between the
Food and Drug Administration and the regu-
lated industry, if a Member of Congress de-
cides to attend, or have his or her designated
staff attend on his or her behalf. Any staff
designated under the preceding sentence
may be required to comply with applicable
confidentiality agreements.”’.

Mr. BURR. Madam President, let me
reiterate what my colleague just said,
which is that Chairman HARKIN and
Ranking Member ENzI have done a
wonderful job with a very complicated
bill in navigating what was a negotia-
tion that Members of Congress never
played a part in—negotiations that
happened between the Food and Drug
Administration and the pharma-
ceutical industry for one piece, the de-
vice industry for another piece, and the
generic drug industry for a third piece;
and, I might say, the third piece is the
first time Congress will consider this.

I think it is important that Members
of the Senate, Members of Congress,
and the American people understand
that, typically, all legislation is craft-
ed in the Congress of the United
States. It is not negotiated in the back
room of the Food and Drug Adminis-
tration or in the back rooms of the de-
vice, pharmaceutical, and generic drug
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manufacturers—except for this. In fact,
my amendment gets at the heart of
that issue. It is called the amendment
““to ensure transparency in the Food
and Drug Administration user fee
agreement negotiations.”

The amendment is straightforward.
It would ensure transparency in FDA’s
drug and device user agreement nego-
tiations by allowing Members of Con-
gress or their designated staff to at-
tend the negotiations between the FDA
and the industry. What a novel thing to
say, that those who are responsible to
actually implement the policy could
sit in the room and listen. I am not
talking about playing a role in negoti-
ating.

Why is this amendment necessary?
The bottom line is while the FDA may
consult with many of the stakeholders
at various points in the process, the
drug and device user fee agreements
are not negotiated so Members of Con-
gress and the general public know ex-
actly what is in them. Congress is ef-
fectively shut out of the process until
the negotiated deal behind closed doors
is announced. In other words, we are
presented with what they have nego-
tiated, and we are basically told: Here
is what we want you to pass. At no
other point in the legislative process
does it happen like this in the Congress
of the United States.

The drug and device user fee agree-
ments have significant implications for
the American people as well as
Congress’s ability to do oversight. The
No. 1 role of the Congress of the United
States is to serve on behalf of the
American people as an oversight tool
over Federal agencies. Congress should
not have to read between the lines of
the minutes of a negotiation to try to
figure out, in fact, the spirit of those
negotiations. The ability for Congress
and the American people to fully un-
derstand and weigh the negotiated
agreements and the implications they
present for patients, taxpayers, the
FDA, and for Congress would greatly
be improved by ensuring that Congress
might attend the negotiations.

Some of my colleagues will probably
come down and suggest this amend-
ment would put Congress at the negoti-
ating table and potentially would jeop-
ardize negotiations. It is not true. It is
not what I am attempting to do with
this amendment. The amendment
merely states if a Member of Congress
wants to attend or if they want to have
their designated to attend in their
place, they may. This amendment does
not call for Members of Congress to
participate in the negotiation, or cer-
tainly staff. The negotiations would
still be between the FDA and the in-
dustry, but it does ensure that Mem-
bers of Congress or their staff may be
in the room and be informed of the ne-
gotiations in real time. Congressional
staff may be required to comply with
all applicable confidentiality agree-
ments. The FDA’s negotiations with
the industry would not be jeopardized.
Let me say that again to my col-
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leagues: would not be jeopardized be-
cause the Members of Congress or the
staff would be there just for observa-
tion purposes.

Let me suggest that if our being in
the room jeopardizes the outcome, then
we would not be allowed to attend the
Supreme Court when some of the most
important cases are tried across the
street. But Members of Congress and
their staff regularly sit in and listen to
the arguments that are made.

The fact is, Congress should not have
to wait to be informed of how FDA’s
public health mission could be
strengthened and improved on behalf of
patients. By having the option to at-
tend the negotiations, Congress and its
staff would gain invaluable insight into
how Congress can work with the FDA
to ensure the agency is fulfilling its
public health mission on behalf of pa-
tients.

Congress has a critical role to play in
the process. When the negotiated user
fee agreements arrive on our doorstep,
we are expected to take them up, and
we are expected to pass them quickly
without change. Let me say that again.
We are expected to take them up, we
are expected to take them up quickly
because we do not want to break the
continuity of the user fee agreements,
and we are expected to do it without
change, because to change those agree-
ments would be to break what was ne-
gotiated.

Let me suggest to my colleagues:
This is the only time in the legislative
process where Congress is asked to
take somebody else’s negotiated prod-
uct and not to provide the input of two
Senators from every State or every
Member of the House of Representa-
tives. It completely goes around the
structure, the legislative structure, of
the Congress of the United States—
something that has been tested and
tested for hundreds of years.

So Congress is told to tiptoe around
the agreements, and we focus our ef-
forts on belt-and-suspender policies to
complement the agreements. This does
not make for the most deliberative
process in considering how Congress
can work with the FDA and industry to
strengthen and improve FDA’s drug
and device work.

As a matter of fact, I would say to
my colleagues, as we talk about health
care policy in this institution, where
our goal today is how we reduce the
overall cost of health care, remember,
as we sign off on this user fee agree-
ment, every dime that is transferred
from the industry to an agency means
industry is going to have to raise the
price of its products to accommodate
what they are paying.

What are we here doing? We are rais-
ing the cost of pharmaceutical prod-
ucts, devices, and for the first time we
are raising the cost of generics because
an industry has negotiated something
outside of the walls of the Congress of
the United States.

FDA faces unprecedented challenges
today—challenges we could not have
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envisioned a generation ago. The agree-
ments and many of the provisions in
the Senate bill are intended to help ad-
dress these real challenges the agency
is facing.

But I ask my colleagues this, in clos-
ing: What if they do not? What if they
do not address the challenges? What if
now generic drugs become more expen-
sive than some people can pay because
of this agreement? That is why it is ab-
solutely crucial that Congress play a
part in this role to balance this policy.

Where will we be in 5 years when it is
time to renegotiate this agreement?
Well, I hope we are in a much better
situation than we are today, that we
actually have the right matrix in place
through this legislation—mot some-
thing that was negotiated between the
FDA and the industry but something
that the Senate of the United States
put into this language that gives peo-
ple on both sides of the aisle the ability
to have a yardstick of measurement of
success. Did the agency live up to what
they promised the industry and, more
importantly, does that compute to a
beneficial product for patients across
this country? I hope that is what we
will find 5 years from now. It is what
we have tried to construct in a very
difficult and challenging piece of legis-
lation.

I will tell my colleagues, this is not
an amendment I will ask for a vote on.
At the end of the day, the reality is
this probably upsets the apple cart a
little too much. But I think it is abso-
lutely crucial that somebody ask the
questions of how can Congress legiti-
mately stand here and allow something
this complex and this important to be
negotiated without the input, the full
input of the Congress of the United
States.

Again, I conclude the same way I
started: I think Chairman HARKIN and
Ranking Member ENzI have done a
magnificent job of navigating a very
difficult issue, and they deserve a tre-
mendous amount of credit for taking a
negotiated product and incorporating
what I think are some very positive
changes that make this a better prod-
uct than was negotiated by the private
sector and the agency.

My only wish is that the next time
we do this, we will not have to try to
figure out why certain things happened
in the negotiations, we will be privy to
those negotiations, and we will better
understand collectively how we can
take an agency and an industry and
public policy and move it in a situation
where the American patients are the
beneficiaries of it in a much more ef-
fective way than I think we have
today.

I yield the floor.

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

Mr. ENZI. Madam President, I thank
the Senator for his comments and his
insight and his idea. I appreciate that
we are not going to be voting on this
one right away because I think this
needs a little time to germinate. I
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think it is something that, as people
look at it and think about it, they will
recognize the value there would be if
we had more insight into what the ne-
gotiations were—not just on this but
perhaps on regulations that are being
done as well.

I want to thank the Senator, though,
for the way he has dug into the entire
user fee bill and made some very sub-
stantial changes in a number of other
places. I do not know of anybody who
works as hard on the medical issues as
does Senator BURR, and understands it,
and gets into some of the details. And,
of course, he worked all of these when
he was in the House and now works
them in the Senate, and is our fore-
most expert on any of the pandemic
issues and was very successful earlier
in the year in getting that bill through
the Senate. He has been very coopera-
tive on the other amendments which
are now a part of the bill that we will
not be voting on because they are al-
ready in there. I appreciate this one
more suggestion and suggest that is
something we should take a look at.

I yield the floor and reserve the re-
mainder of the time.

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

Mr. HARKIN. Madam President, I
join Senator ENZI in thanking Senator
BURR for being not only a very valu-
able member of our committee but I
would say the Senator’s fingerprints
are a lot on this bill we have before us.
He has worked very hard on this bill
and I think helped to improve it every
step of the way over the last year.

I was looking through the list of dif-
ferent things here. Senator BURR was
one of the leaders in our working group
on the supply chain, which we have in
this bill to make sure those things
coming from other countries have good
manufacturing practices on them and
we can keep track of them.

The provision of clarifying the ‘‘least
burdensome’ standard on clinical data
for device approval was also the result
of the Senator’s hard work. The Sen-
ator was also in the working group on
the GAIN bill regarding antibiotic in-
centives for getting more incentives
for new antibiotics. And there was a
Burr-Coburn bill regarding enhanced
reporting requirements for FDA, and
that basically is also included in the
bill we have in front of us.

So in every respect, the Senator from
North Carolina is a great member of
our committee, a very valuable mem-
ber of our committee. As I said, we are
looking at the amendment he has now
brought up, and I am sure, as Senator
ENzI said, we will be talking about this
in the next few hours and going into
tomorrow. But I again want to pay my
respect to the Senator from North
Carolina and thank him for all the
hard work he has done on this bill.

I yield the floor.

The PRESIDING OFFICER. Who
yields time?

The Senator from Minnesota is rec-
ognized.
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Mr. FRANKEN. Thank you, Madam
President.

Madam President, I wish to thank
my friends on both sides of——

The PRESIDING OFFICER. Who
yields time?

Mr. HARKIN. Madam President, an
inquiry: Is the Senator bringing up——
no, the Senator does not have an
amendment pending.

Mr. FRANKEN. I wish to speak on
the FDA bill.

Mr. HARKIN. The Senator wishes to
speak on which amendment?

Mr. FRANKEN. Not on an amend-
ment, just on the bill overall.

Mr. HARKIN. Madam President, how
much time is remaining on the Grass-
ley amendments, the amendments of-
fered by the Senator from Iowa?

The PRESIDING OFFICER. The Sen-
ator from Iowa has 9 minutes and the
time in opposition is 15 minutes.

Mr. HARKIN. How much time does
the Senator wish to take?

Mr. FRANKEN. Well, about 10 min-
utes.

Mr. HARKIN. I would ask that 10
minutes of the time in opposition to
the Grassley amendment be allocated
to the Senator from Minnesota.

The PRESIDING OFFICER. Is there
objection?

Without objection, it is so ordered.

Mr. FRANKEN. I object to the Grass-
ley amendment.

I am joking.

The PRESIDING OFFICER. The Sen-
ator from Minnesota.

Mr. FRANKEN. Thank you. I thank
the Senator from Iowa for the time.

Madam President, I thank my friends
on both sides of the aisle for their work
on the legislation we are considering
today. The Food and Drug Administra-
tion Safety and Improvement Act is
not only among the most important
piece of legislation we will consider
this year, it is also the product of more
than a year’s hard work and negotia-
tion.

This legislation will help support a
culture of innovation in this country.
It will help millions of Americans ac-
cess the lifesaving medications and de-
vices they need, when they need them.
As a member of the HELP Committee,
I am proud of the bipartisan bill before
us today and look forward to passing it
into law.

Let me tell you why. Of course, the
Presiding Officer spoke so eloquently
about this bill earlier. The Presiding
Officer does not have to know why, but
let me tell you a story about a little
girl in Minnesota—from our State—
named Josie.

Josie seemed perfectly healthy when
she was born, but at 9 months of age
Josie’s parents found out she had a rare
congenital heart disorder, a condition
with the scary name of ‘‘atrial septal
defect,”” which means she had a hole in
the wall between the upper two cham-
bers of her heart.

When the doctors tested her, they
found Josie had not one, not two, but
three holes in her heart. It became
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clear that what was originally a fairly
simple surgery to repair the hole was
actually a lot more complicated.

But Josie was lucky. Josie’s parents
live in Minnesota, and Josie’s doctor,
Dr. Daniel Gruenstein, works at the
University of Minnesota. Dr.
Gruenstein was able to operate on
Josie’s heart because he had a
brandnew device the FDA had approved
only months before. The device, which
was also developed in Minnesota, saved
Josie’s life. Because of this procedure,
Josie was acting like her same old silly
self the very night of her operation,
and she walked out of the hospital the
next day.

A few years later when Josie’s little
sister Jenna was born with the same
congenital heart defect, Dr. Gruenstein
repaired her heart using the very same
device. But too many children like
Josie and Jenna are not so lucky. Too
many children do not have access to
the medical technology they needed to
save their lives or to prevent their ill-
ness or to help them recover from their
rare condition. That is because too
many medical devices get stuck or de-
layed in the agency that regulates our
medical technologies. It is because we
do not do enough to support a culture
of innovation in this country.

The Food and Drug Administration
has a tough job. The technologies they
regulate are moving at the speed of
light, and they do not have the work-
force or the expertise to know every-
thing about every new treatment.

In fact, the number of annual 510(k)
submissions—that is the most common
kind of new device application the FDA
receives—has quadrupled since 1976.
That is why when the HELP Com-
mittee sat down to develop this legisla-
tion, we agreed we had to streamline
the FDA’s processes and make them
more efficient. We agreed we had to do
more to support a culture of innova-
tion which will help manufacturers get
safe technologies and treatments to pa-
tients. That is exactly what the bill
does. I thank both the chairman and
the ranking member.

It requires the FDA to stop using
“FDA days’” and start using regular
calendar days like everyone else. It
lifts restrictive constraints on the
FDA’s consultation with outside ex-
perts, something the Presiding Officer
knows well—outside experts such as
are at the University of Minnesota. It
creates new incentives for manufactur-
ers that develop treatments for people
with rare diseases and conditions like
Josie’s and Jenna’s. These provisions
will support innovation and will re-
move redtape from the process.

The three provisions I championed
are included in this legislation in addi-
tion to the base bill which we nego-
tiated as a committee. The first provi-
sion will strengthen the Food and Drug
Administration’s workforce by remov-
ing overly restrictive requirements
that keep the FDA from consulting
with outside experts, again something
the Presiding Officer has been a leader
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on as well. This provision will change
the rules that keep the FDA from talk-
ing with many outside experts. It will
make these rules consistent with those
of all other agencies, including the Na-
tional Institutes of Health, so as the
FDA’s experienced workforce retires,
the FDA will be able to consult with
leading experts when they are review-
ing a new technology or a new treat-
ment for a rare disease.

This provision will give the FDA the
flexibility it needs to consult with ex-
perts and keep patients safe, and at the
end of the day that means more pa-
tients will get the health care they
need.

The second provision will require the
FDA to remove new and burdensome
guidance on the industry that could
triple the number of required new sub-
missions for existing devices. This pro-
vision, which Senator BURR from North
Carolina also championed, will prevent
this guidance from overburdening both
the industry and the FDA, which could
have caused innovation to come to a
screeching halt.

My third provision will help compa-
nies develop innovative new products
for patients across the country with
rare conditions. According to the Na-
tional Institutes of Health, 25 million
Americans struggle with a rare disease,
and these patients have to jump hurdle
after hurdle to get the care they need.
Many of them will go from doctor to
doctor for years before they find a spe-
cialist who understands their condi-
tion.

If you live in rural Minnesota, you
may have to drive hundreds of miles to
find a doctor who can help you. Even
for patients who find the right doctor,
too often the treatment for their condi-
tion does not exist, or has not been ap-
proved. So my provision will reward
companies that choose to develop
treatments for patients with rare dis-
eases.

We did this in 2007 to help companies
develop devices for children with rare
conditions, and we saw the number of
devices that companies developed
quadruple in a few years. This provi-
sion will help get treatments to adult
patients with rare conditions in Min-
nesota and around the country and
around the world.

Minnesotans know what it means to
foster a culture of innovation. Our
manufacturers have developed new
treatments for everything from skin
lacerations to brain aneurysms. This
bill will go farther to support this kind
of innovation by streamlining the proc-
esses that are currently impeding in-
vestment in new technologies and mak-
ing the FDA more efficient and pre-
dictable.

This legislation will help patients in
Minnesota access the medical tech-
nologies they need, just like Josie and
Jenna. And in a time of economic hard-
ship, it is an investment in one of our
country’s strongest industries, one of
our State’s strongest industries. This
bill is a step toward a healthier future
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for our country. I look forward to mak-
ing sure it becomes part of our law.

I yield the floor.

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

AMENDMENT NO. 2108

Ms. MURKOWSKI. Madam President,
I ask unanimous consent to call up
amendment No. 2108.

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

The clerk will report.

The bill clerk read as follows:

The Senator from Alaska [Ms. MUR-
KOWSKI], for herself, Mr. BEGICH, Mr.
MERKLEY, Mr. SANDERS, Mr. LEAHY, and Ms.
CANTWELL, proposes an amendment num-
bered 2108.

Ms. MURKOWSKI. Madam President,
I ask unanimous consent that the read-
ing of the amendment be dispensed
with.

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

The amendment is as follows:
(Purpose: To prohibit approval by the Food

and Drug Administration of genetically en-

gineered fish unless the National Oceanic
and Atmospheric Administration concurs
with such approval)

At the end of title XI, add the following:

SEC. 11 . ANALYSES OF APPLICATION FOR AP-
PROVAL OF GENETICALLY-ENGI-
NEERED FISH.

Notwithstanding any other provision of
law, approval by the Secretary of Health and
Human Services of an application submitted
under the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 301 et seq.) for approval of any
genetically modified marine or anadromous
organism shall not take effect until the date
that the Secretary of Commerce, acting
through the Under Secretary for Oceans and
Atmosphere, approves such application using
standards applied by the Under Secretary
under the National Environmental Policy
Act of 1969 (42 U.S.C. 4321 et seq.), which
shall include a Regulatory Impact Review re-
quired by Executive Order 12866 (58 Fed. Reg.
51735) and Initial Regulatory Flexibility
Analyses required under chapter 6 of title 5,
United States Code (commonly referred to as
the ‘“‘Regulatory Flexibility Act’’).

Ms. MURKOWSKI. Madam President,
I rise today to speak to an amendment
we will have on the floor tomorrow
afternoon. This is an amendment that
certainly has generated a fair amount
of interest within my State, in fact,
most of our coastal States, anywhere
where we have an interest in seafood
and the seafood industry. It has been
kind of unceremoniously dubbed the
frankenfish amendment, so my apolo-
gies to my colleague who just yielded
the floor to me. Certainly no affront to
him.

But what we are speaking about
today is genetically engineered salm-
on. It has been somewhat affection-
ately dubbed frankenfish because of the
images this genetically engineered fish
conjures up, a fish that would literally
be growing in size, doubling in size, un-
like the fish we see in our streams and
in our waters.

What is happening today is the FDA
is on a path to approve an application
for this genetically engineered fish. I
want to discuss the amendment I have
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filed which would require NOAA to
conduct a full environmental assess-
ment and analysis of economic impact
to affected fisheries before the FDA ap-
proves any of these genetically engi-
neered fish.

I start my comments by saying I am
not looking to pull the plug on the
FDA. I am not looking to insert
Congress’s judgment into the FDA
process. I am asking that when we are
talking about basically a new fishery
for a modified salmon, I am asking the
agency that is tasked with our fish-
eries have some role in what is moving
forward. So let me give you a little
background in terms of what we are
talking about with this genetically en-
gineered fish, this frankenfish. This
would be a fish, an Atlantic salmon,
that has DNA spliced from a Chinook
salmon with that of what they call an
ocean pout, which is some kind of an
eel type of a fish that apparently is in
colder waters. But the technology the
FDA is looking at that would allow for
this genetic engineering would essen-
tially provide for a fish that would
grow to market size in about half the
time of a conventional salmon. In
other words, a salmon out in the wild
takes about 30 months to gain full ma-
turity. With this frankenfish, this ge-
netically modified salmon, they could
be of good market size, basically good
eating size, within about 15 to 18
months.

You are thinking, okay, well, how
can this be bad? We get a salmon that
looks like a salmon, and it comes to us
in half the time. So how can this be a
bad thing? I wish to share with you
why I feel this is a bad thing. When I
am talking, you will hear me talking
about salmon, because that is what the
FDA process is engaged with right now.
But I will tell you we understand that
similar efforts are underway to develop
a genetically modified trout, as well as
a genetically modified tilapia, again,
designed to grow faster than occurs in
nature and out in the wild.

The pending application for the salm-
on would be the very first food from a
transgenic animal that has been ap-
proved by the FDA, so this is precedent
setting. People have suggested that,
well, we see this in other forms of agri-
culture. But the fact is this would be
the first food from a transgenic animal
application that has been approved by
the FDA, so this is quite precedent set-
ting.

What is happening is this approval
process for the genetically engineered
fish continues to move forward as a
new animal drug, rather than what it
is, what I mentioned before, which is a
new fishery for this modified salmon,
this salmon that has been tinkered
with, basically a test-tube salmon.

Here are the reasons why I think this
is a bad thing, to be messing with
Mother Nature, to encourage this un-
natural growth. We heard on the floor
this morning—the Senator from New
Jersey and the Senator from New York
both stood and talked about a measure
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that is out there, the march that was
out on the Capitol yesterday, mothers
concerned about toxins in the food sup-
ply, toxins in the world around us, and
knowing what is out there, knowing
what we are exposed to.

Well, I, along with many consumers
out there, am concerned about geneti-
cally engineered animal products that
are intended for human consumption,
including those that are in our marine
resources. I am not the best cook in
the family; my husband is. But I want
to know, he wants to know, our kids
want to know, that what we are eating
is good and safe and sound.

At home, we eat a lot of salmon. I
can stand there and tell my kids: Eat
this. This is brain food. This is good for
you. It is loaded with omega-3 fatty
acids. It is as good as you can possibly
get. I can say that with certainty.

We cannot say that, we will not be
able to say that with this genetically
engineered fish. As a mom, I am not
going to say to my Kkids: Eat this
frankenfish. Not quite sure what an eel
pout is or an ocean pout; not quite sure
how they splice this DNA together; not
quite sure whether they have made it
sterile.

We are not quite sure what it is, but
it came to market quickly, and we are
going to be able to get a cheaper price
on it. I think we want to know.

The scary thing with the FDA right
now is that they are reluctant to label
genetically engineered products, even
though it allows the public to know
what they are eating. The data out
there is pretty clear that there are
higher human allergen effects with ge-
netically engineered fish. If you are a
mom and your kids have allergies, are
you going to look at this fish and say:
I wonder if this is going to set allergies
off. No. You are going to stay away
from it. You will not serve that to your
kids or your family even though you
know the wild stuff is good and
healthy. But how do you know which is
which if the FDA isn’t moving forward
to label and you are not quite sure that
what you are buying in the grocery
store is as advertised? How are we help-
ing the consumer here?

The first problem I have is that this
is, again, a product that is intended for
human consumption, and we have some
real concerns about the safety of the
food in the first place. Second—and
this is one that, as an Alaskan, where
we have very strong fisheries, very
healthy fisheries, I worry about what
will happen if, in fact, there was
escapement into the wild by these ge-
netically engineered fish. You have a
frankenfish that gets loose. They will
tell you: They are going to be in pens,
and we will make sure there is no es-
cape. How can they make sure we are
not going to see escapement? We have
seen that, clearly, from the farm fish
that mingle with the wild stock. We
see the disease that can be trans-
mitted. How is any of this good? Even
though the genetically engineered fish
supposedly is going to be kept in on-
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shore pens, the possibility of escape is
recognized, it is out there, and it ex-
ists.

Then you are going to have these ge-
netically engineered fish that will
breed year-round. They are also going
to be eating year-round. They are
going to be feeding year-round. What
you can very possibly see is this com-
petition with the wild stock. They will
compete with one another for the food
the species feeds on, and they will
wreak havoc with the ecosystem. So
you can introduce—granted, not inten-
tionally—into the ecosystem that fish
that just doesn’t work with our wild
stock. Unlike hatchery produced fish,
genetically produced fish would report-
edly be sterilized and their hormones
altered. But many scientists believe
that the FDA testing to confirm the
agricultural safety and sterilization of
these fish is deficient. We see this in
the CRS report that has looked specifi-
cally to this issue.

Unlike other agricultural products, if
you have an escape of frankenfish, it
would be to an uncontrolled marine en-
vironment, exposing valued ecosystems
to associated risks. If you have a cow
that has been genetically modified and
that cow is on land and gets out of the
pen, you have more ability to control
that. You don’t have the ability to con-
trol in a marine environment. It is just
not possible. So what is happening is
that we are putting at risk the health
and safety of our wild stock. Unaccept-
able.

Third, many find the FDA process for
approving an animal product intended
for human consumption as it would a
veterinary drug to be insufficient. It
lacks the robustness and transparency
one would expect for a product that
would be treated as a substitute for
fish that is currently on our dinner
plates in this country today.

The CRS report which I just men-
tioned will be introduced for the
RECORD. It is a report by CRS, dated
June 7 of last year, titled ‘‘Genetically
Engineered Fish and Seafood: Environ-
mental Concerns.”

One of the concerns raised in this re-
port is this:

A National Research Council report stated
that transgenic fish pose the ‘‘greatest
science-based concerns associated with ani-
mal biotechnology, in large part due to the
uncertainty inherent in identifying environ-
mental problems early on and the difficulty
of remediation once a problem has been iden-
tified.

Our fishermen are very highly regu-
lated, and any change to a Federal fish-
ery, including a new GE fishery, should
be analyzed for environmental effects
and economic impacts to affected busi-
nesses and fishing communities. We are
bringing NOAA in to be part of this
process in this amendment.

The last point I will make on this is
that there could be very significant
economic consequences of approving
genetically engineered fish. Histori-
cally, the entrance and growth of
farmed salmon in the marketplace has
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had negative impacts on our salmon in-
dustry. We have an incredible abun-
dance in the wild stocks, and we are
very proud of it. The seafood industry
in Alaska is our second largest em-
ployer, valued at $500 million with
salmon alone. But the concern is that,
although we have very strong wild
stocks, we could see the market re-
spond with unreasonable fear and con-
fusion to the introduction and growth
of engineered fish, particularly if it is
not labeled. This, in my opinion, could
have a devastating economic impact on
our fish industry and the jobs it sup-
ports, clearly at a time that our Nation
can’t afford it.

Some will come back and say: Hey,
this is a new industry, it is going to
create new jobs.

I will take you back to that CRS re-
port. One of the things I find inter-
esting is that it says:

To address these concerns, AquaBounty
has proposed producing salmon eggs in Can-
ada, shipping these eggs to Panama, growing
and processing fish in Panama, and shipping
table-ready, processed fish to the United
States for retail sale.

They would ship these frankenfish to
the United States for resale. So basi-
cally we get all the harm, but we don’t
get any jobs. But what we are doing is
putting at risk the existing jobs within
the seafood industry in this country—
priority No. 1.

I see that my time has expired.

I commend to my colleagues this
CRS Report dated June 7, 2011.

I ask unanimous consent that two
letters of support for my amendment
be printed in the RECORD.

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

CONSUMERS UNION,
Washington, DC, May 23, 2012.
Hon. LisA A. MURKOWSKI,
U.S. Senate,
Washington, DC.

DEAR SENATOR MURKOWSKI: Consumers
Union, (CU) the advocacy and public policy
arm of Consumer Reports®, urges you to sup-
port Senator Murkowski’s amendment to the
Food and Drug Administration Safety and
Innovation Act (S. 3187), which would require
additional approval by the Secretary of Com-
merce of GE fish applications using stand-
ards applied by the Under Secretary under
the National Environmental Policy Act of
1969 (42 U.S.C. 4321 et seq.).

Consumers Union has frequently spoken
out on the issues and concerns surrounding
the approval of genetically-engineered salm-
on for human consumption. Among our
many concerns is that not enough research
has been carried out to determine the in-
creased potential of Aquabounty GE salmon
to cause allergic reactions in humans. CU’s
Dr. Michael Hansen, a Ph.D. biologist, testi-
fied at the FDA hearing on this matter that
Aquabounty’s assessment of the potential for
allergic reactions was based on just six (6)
engineered fish. We believe that a much larg-
er assessment involving hundreds to thou-
sands of fish should be conducted. FDA has
also indicated that once GE salmon are ap-
proved for human consumption, it does not
intend to require labeling—a position CU
strongly opposes.

We are also concerned about the potential
environmental impacts of genetically-engi-
neered fish, and particularly in regards to
the impact that GE salmon would have on
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the wild Alaska salmon population. Alaska
wild salmon is a tasty, healthful, low-cost,
and low mercury canned fish alternative.
Consumers Union recommends it for preg-
nant women and young children who should
limit mercury intake. However, some studies
have shown that if GE salmon were to escape
into the wild, they could potentially have se-
rious effects upon the wild salmon popu-
lation.

Consumers Union urges you to support the
Murkowski amendment, in order to ensure
that GE fish applications undergo an addi-
tional environmental impact review. Should
you have any questions, please do not hesi-
tate to contact me at (202) 462-6262.

Sincerely,
IOANA RUSU,
Regulatory Counsel.
TROUT UNLIMITED,
Arlington, VA, May 22, 2012.
Re Support for Murkowski genetically engi-
neered fish amendment to S. 3187

To: U.S. SENATE

On behalf of Trout Unlimited and its
140,000 members nationwide I write to urge
you to support the Murkowski amendment
to ensure adequate study of genetically engi-
neered fish prior to FDA approval. The
amendment to S. 3187 prohibits approval by
the FDA of genetically engineered fish un-
less NOAA concurs with such approval.

The acute need for this amendment is il-
lustrated by the flawed process currently
being used to review an application for com-
mercial production of genetically modified
salmon. AquaBounty Technologies has re-
quested FDA approval for the production and
marketing of genetically modified Atlantic
salmon as a new animal drug. Asking the
FDA to consider impacts to wild salmon is
like going to a chiropractor to get your eyes
checked. The FDA’s pending decision has ex-
traordinary implications for wild salmon,
yet the agency with a mission to conserve
and manage wild salmon—NOAA—has not
been asked to analyze potential impacts, and
does not have a say in the final decision. The
Murkowski amendment simply states that
the agency with expertise in the affected re-
source, NOAA, must be involved in a decision
that could profoundly impact anadromous
fish.

Trout Unlimited’s mission is to conserve,
protect and restore North America’s trout
and salmon fisheries and their watersheds.
We work to protect healthy runs of wild
salmon in places like Alaska’s Bristol Bay,
and restore depleted runs through habitat
restoration projects on the Atlantic and Pa-
cific coasts. Wild salmon and other anad-
romous fish are too important commercially,
recreationally, and culturally to be put at
risk by decisions that failed to adequately
consider the potential impacts.

Trout Unlimited strongly supports the
Murkowski amendment, and encourages you
to vote Yes when the amendment is offered.

Sincerely,
KEITH CURLEY,
Director of Government Affairs.

The PRESIDING OFFICER. The Sen-

ator from Maryland.
AMENDMENT NO. 2125

Mr. CARDIN. Madam President, I ask
unanimous consent that the pending
amended be set aside so that I may call
up amendment No. 2125.

The PRESIDING OFFICER. Without
objection, it is so ordered. The clerk
will report.

The legislative clerk read as follows:

The Senator from Maryland [Mr. CARDIN]
proposes an amendment numbered 2125.
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The amendment is as follows:
(Purpose: To ensure that adequate informa-

tion is disseminated to health care pro-
viders and payors about the potential bene-
fits and risks of medical products on all pa-
tient populations, particularly underrep-
resented subpopulateds, including racial
subgroups)

At the end of title XI, add the following:
SEC. 11 . ENSURING ADEQUATE INFORMATION

REGARDING PHARMACEUTICALS
FOR ALL POPULATIONS, PARTICU-
LARLY UNDERREPRESENTED SUB-
POPULATIONS, INCLUDING RACIAL
SUBGROUPS.

(a) COMMUNICATION PLAN.—The Secretary
of Health and Human Services (referred to in
this section as the ‘‘Secretary’), acting
through the Commissioner of Food and
Drugs, shall review and modify, as necessary,
the Food and Drug Administration’s commu-
nication plan to inform and educate health
care providers, patients, and payors on the
benefits and risks of medical products, with
particular focus on underrepresented sub-
populations, including racial subgroups.

(b) CONTENT.—The communication plan de-
scribed under subsection (a)—

(1) shall take into account—

(A) the goals and principles set forth in the
Strategic Action Plan to Reduce Racial and
Ethnic Health Disparities issued by the De-
partment of Health and Human Services;

(B) the nature of the medical product; and

(C) health and disease information avail-
able from other agencies within such Depart-
ment, as well as any new means of commu-
nicating health and safety benefits and risks
related to medical products;

(2) taking into account the nature of the
medical product, shall address the best strat-
egy for communicating safety alerts, labeled
indications for the medical products,
changes to the label or labeling of medical
products (including black box warnings,
health advisories, health and safety benefits
and risks), particular actions to be taken by
healthcare professionals and patients, any
information identifying particular sub-
populations, and any other relevant informa-
tion as determined appropriate to enhance
communication, including varied means of
electronic communication; and

(3) shall include a process for implementa-
tion of any improvements or other modifica-
tions determined to be necessary.

(c) ISSUANCE AND POSTING OF COMMUNICA-
TION PLAN.—

(1) COMMUNICATION PLAN.—Not later than 1
yvear after the date of enactment of this Act,
the Secretary, acting through the Commis-
sioner of Food and Drugs, shall issue the
communication plan described under this
section.

(2) POSTING OF COMMUNICATION PLAN ON THE
OFFICE OF MINORITY HEALTH WEBSITE.—The
Secretary, acting through the Commissioner
of Food and Drugs, shall publicly post the
communication plan on the Internet website
of the Office of Minority Health of the Food
and Drug Administration, and provide links
to any other appropriate webpage, and seek
public comment on the communication plan.

AMENDMENT NO. 2141

Mr. CARDIN. Madam President, I ask
unanimous consent that that amend-
ment be set aside so I may call up my
amendment No. 2141.

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

The clerk will report.

The legislative clerk read as follows:

The Senator from Maryland [Mr. CARDIN]
for himself, and Ms. LANDRIEU, proposes an
amendment numbered 2141.

The amendment is as follows:
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(Purpose: To require the Commissioner of
Food and Drugs to report to Congress on
issues with respect to small businesses)

At the end of title XI, add the following:
SEC. 11 . REPORT ON SMALL BUSINESSES.

Not later than 1 year after the date of en-
actment of this Act, the Commissioner of
Food and Drugs shall submit a report to Con-
gress that includes—

(1) a listing of and staffing levels of all
small business offices at the Food and Drug
Administration, including the small business
liaison program;

(2) the status of partnership efforts be-
tween the Food and Drug Administration
and the Small Business Administration;

(3) a summary of outreach efforts to small
businesses and small business associations,
including availability of toll-free telephone
help lines;

(4) with respect to the program under the
Orphan Drug Act (Public Law 97-414), the
number of applications made by small busi-
nesses and number of applications approved
for research grants, the amount of tax cred-
its issued for clinical research, and the num-
ber of companies receiving protocol assist-
ance for the development of drugs for rare
diseases and disorders;

(5) with respect to waivers and reductions
for small business under the Prescription
Drug User Fee Act, the number of small
businesses applying for and receiving waivers
and reductions from drug user fees under
subchapter C of chapter VII of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 379f
et seq.);

(6) the number of small businesses submit-
ting applications and receiving approval for
unsolicited grant applications from the Food
and Drug Administration;

(7) the number of small businesses submit-
ting applications and receiving approval for
solicited grant applications from the Food
and Drug Administration;

(8) barriers small businesses encounter in
the drug and medical device approval proc-
ess; and

(9) recommendations for changes in the
user fee structure to help alleviate generic
drug shortages.

Mr. CARDIN. Madam President, I
rise to discuss the FDA Safety and In-
novation Act, the bill now under con-
sideration here in the Senate.

I applaud Chairman HARKIN and
Ranking Member ENZzI for their leader-
ship in moving this critical legislation
through the HELP committee, and now
to the Senate floor.

As an agency of the Department of
Health and Human Services, the FDA
has as part of its broad mission to pro-
tect Americans’ health by assuring the
safety of drugs, biologics, medical de-
vices, our Nation’s food supply, vac-
cines, tobacco, cosmetics, and animal
food and drugs. Every single day, every
single American depends on the vital
work of FDA’s employees.

There is a second key element to the
FDA’s work—helping to speed innova-
tions to the marketplace through the
drug, biologic, and medical device ap-
proval process. It’s that component of
the FDA’s mission that we are address-
ing this week—reauthorizing the user
fees that help fund the approval proc-
ess.

I'm proud of the FDA’s workers—the
majority of the agency’s more than
11,000 employees are based at its head-
quarters in Silver Spring, MD. It’s
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there that the process of medical inno-
vation, which begins at NIH with basic
research, is completed as lifesaving
drugs and medical devices are approved
for use.

A recent report from the IMS Insti-
tute for Healthcare Informatics found
that in 2011 ‘“‘medicines with new mech-
anisms of action were launched in
greater numbers than in prior years,
with many representing significant
breakthroughs and first-time therapies
became available to treat several types
of cancer, multiple sclerosis, hepatitis
C, and cardiovascular conditions.”

At the same time, we know that
greater resources are needed for the
agency to be able to fulfill its mission
in a timely and effective manner. For
all of our Nation’s investment in
health care research, additional new
medicines will not reach patients
promptly unless the FDA has the nec-
essary funds to perform its regulatory
duties.

That’s why the user fee amendments
are so important. This 5-year reauthor-
ization bill is Congress’ opportunity to
improve and update the regulatory
process, and augment appropriations so
that the agency can achieve its goals.

The purpose of the user fee program
is to reduce the time in which FDA can
review and make decisions on mar-
keting applications. Lengthy review
times affect drug and medical device
manufacturers, who face delays in
bringing their products to market, and
more importantly they affect patients,
who face delays in receiving needed
treatments and cures.

The bill reported out of committee
will move us forward. It will reauthor-
ize the prescription drug user fee pro-
gram, PDUFA, through October 1, 2017.

This is necessary so that the Federal
Goverment can continue to collect ap-
plication, establishment, and product
fees from drug companies to support
the review process for the next five
years.

It will also reauthorize the medical
device user fee program, MDUFA,
through 2017 as well, and in an effort to
ensure that the FDA’s personnel needs
are met, it would authorize a stream-
lined hiring of employees. Addition-
ally, the Critical Path Public-Private
partnerships, which are so important
in encouraging medical product inno-
vation, are reauthorized through 2017.

Two new user fee programs are estab-
lished in the bill for generics and one
for biosimilars. It’s estimated that the
monies generated from the generic user
fee program will enable the FDA ap-
proval time for generics to be short-
ened from the current time frame of 30
months to 10, speeding savings to pa-
tients and to all taxpayers, as Medi-
care, Medicaid, and CHIP programs
will reap considerable cost savings.

The base bill takes key first steps to-
ward resolving the vexing issue of drug
shortages. I want to acknowledge Sen-
ator KLOBUCHAR’s work in this area.

All of us have heard from our com-
munity hospitals and physicians about
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the anguish they feel when they cannot
secure medicines necessary to treat the
patients in their care. I certainly have,
and I have also heard from patients
themselves who cannot fathom how
such shortages could occur.

Carey Fitzmaurice of Bethesda, who
is undergoing treatment for ovarian
cancer, wrote to me:

My doctor put me on Doxil and carboplatin
to try to get rid of some tumors. Doxil was
chosen because of recent research showing
that it works especially well in those pa-
tients with the BRCA gene, like me.

I had four treatments with both drugs and
was responding very, very well. I have now
missed three doses of Doxil due to the short-
age. I am ‘‘treading water’” with the Carbo
but am frustrated that I am no longer mak-
ing progress towards remission. Then there
is all of the stress involved with the short-
age—not knowing if there is anything I can
do, or what will happen next or how long I
will be in treatment.

I am trying to continue to be a wife and
mother and to hold down a job. This shortage
is adding insult to injury. I wonder why we
are being asked to raise money to find cures
when we can’t even get access to the cures
that exist now.

Carey is one reason why I am a co-
sponsor of Senator KLOBUCHAR’S bipar-
tisan bill, the Preserving Access to Life
Saving Medications Act, and I am
pleased that the bill’s early notifica-
tion requirement provisions are in-
cluded in the PDUFA bill we are con-
sidering today. It also requires the Sec-
retary to establish a task force and
create a strategic plan to address
shortages.

This is also an urgent matter because
shortages affect the ability to conduct
clinical trials. Senator ROCKEFELLER
and I worked together some years ago
to get Medicare beneficiaries coverage
for the routine costs associated with
clinical trials.

As a result of Senator BROWN’s work
on the Affordable Care Act, insurance
companies now must also cover the
routine costs of trials. Access to trials
often means the difference between life
and death for cancer patients, and the
availability of trials has enormous im-
plications for the effectiveness of
treatments for all patients going for-
ward. There are more than 150 cancer
clinical trials being conducted now at
the NIH Clinical Center in Bethesda.

But the impact of shortages on clin-
ical trials has not received a great deal
of attention outside the research
world. It is an extremely important
issue for Medicare beneficiaries, who
have the highest rates of cancer inci-
dence. Cancer trials do not usually use
placebos.

Rather, they compare standard of
care drugs, versus, or in combination
with, the experimental drug.

Doctors face difficult choices when
the standard of care drug is in short
supply. They must decide whether to
use the limited supply of an existing
drug to treat new patients, or use it in
clinical trials to help find a cure for
those who are seeking new therapies.
Cancer trials have been delayed, lim-
ited the number of patients enrolled in
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the trial or stopped the trial entirely
because there is simply not enough of
the standard of care drug.

So I am pleased that the bill contains
language requiring the Secretary’s
strategic plan to considering the im-
pact of drug shortages on research and
clinical trials.

The Finance Committee held hear-
ings on drug shortages earlier this year
as well, and we learned that the major-
ity of shortages are found in the ge-
neric drug market. Some are due to a
lack of raw materials, while others
occur because the drugs yield lower
profits than newer generics, and the in-
terest in continuing to market those
drugs is no longer there.

The notification language in this bill
is a good start, but I believe it should
be strengthened to better ensure com-
pliance, and so I have cosponsored Sen-
ator BLUMENTHAL’s amendment estab-
lishing civil monetary penalties for
manufacturers who knowingly fail to
notify the FDA of shortages for essen-
tial medicines.

I express my appreciation to Senator
PRYOR for his leadership on nanotech-
nology. I am pleased to join him in this
effort and am hopeful that the lan-
guage we have sponsored can be in-
cluded in this bill.

Nanotechnology has become increas-
ingly indispensible in our daily lives—
everything from cellphones and MP3
players, to packaging of our snack
foods, to cancer treatments in develop-
ment employ the use of nanotechnol-
ogy.

As this burgeoning technology con-
tinues to power more of our consumer
products and drive job creation in
America, it is essential that we fully
assess, understand, and address any
risks that it may pose to safety, public
health and our environment.

By soundly assessing the safety of
nanotechnology and developing best
practices, the Nanotechnology Regu-
latory Science Act of 2011 will further
job creation, public safety and growth
in the industry.

Our bill would establish a program
within the FDA to assess the health
and safety implications of using nano-
technology in everyday products, and
develop best practices for companies
using nanotechnology. This new pro-
gram would bring more highly-skilled
research jobs to Maryland.

FDA’s laboratories and research fa-
cilities at its consolidated head-
quarters are ideally suited to conduct
the scientific studies required under
the bill.

The USDA’s Beltsville Agricultural
Research Center, BARC, is similarly
equipped to provide innovative sci-
entific technology, training, methods
development, and technical expertise
to improve public health.

Lastly, I urge my colleagues to sup-
port language addressing the lack of
available information on the benefits
and adverse effects of drugs and med-
ical devices for minority populations.

Today, warnings and safety pre-
cautions are included as part of the ini-
tial approval by the FDA. The Agency
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may also require them post approval—
after the drug has been approved and
sold for months or years. We know that
additional side effects or risks may be-
come known once a product is in the
market and a much larger, diverse pa-
tient population is using it.

Ideally, a detailed conversation be-
tween physician and patient about the
risks versus the potential benefit of
taking a drug would always take place
in a timely and informed manner. How-
ever, this is not always the case and is
especially true if the warning is added
after drug is initially prescribed and
been on the market for an appreciable
time period.

The randomized controlled trials
used by the FDA when reviewing new
drug applications, while the gold stand-
ard for examining efficacy, do not nec-
essarily reflect the overall population
for a variety of reasons.

For example, members of minority
groups are generally underrepresented
in clinical drug trials even though they
are disproportionately affected by dis-
eases such as diabetes, hypertension,
colorectal, prostate and cervical can-
cer, stroke, congestive heart failure,
acute coronary disease, and asthma.

We know that there are racial and
ethnic differences in responses to phar-
maceuticals, and they may not become
known until the drug is in wide use,
certainly beyond the constraints of a
controlled clinical trial.

In today’s world, post-approval sur-
veys and studies are becoming more
prevalent, and our ability to discern
the effect of a drug over time on a vari-
ety of patient types is significantly im-
proving. This information should be
made available in a variety of ways to
ensure that it reaches physicians,
payors and patients, and I have filed an
amendment that would greatly im-
prove access to this information.

It would build on the current HHS
“Strategic Action Plan to Reduce Ra-
cial and Ethnic Health Disparities’ by
directing the Secretary to develop a
communications plan to ‘‘address the
best strategy for communicating safety
alerts, changes to the label or labeling
of drugs, including black box warnings,
biological products or devices, health
advisories, any information identifying
particular subpopulations, and any
other relevant information as deter-
mined appropriate to enhance commu-
nication, including varied means of
electronic communication.”

This amendment has the support of
the chairman and the ranking member,
as well as the FDA and BIO, and I urge
the Senate to adopt it.

Mr. President, PDUFA reauthoriza-
tion is essential to furthering the Na-
tion’s health, bringing the medical in-
novations conceived by researchers and
entrepreneurs into practice, and cre-
ating jobs. I look forward to working
through the process to improve this bi-
partisan legislation.

Again, I thank and congratulate Sen-
ator HARKIN and Senator ENzI for their
incredible work in bringing forward
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this bill that is so important to the
public health of our Nation. We are
dealing with the safety of drugs, bio-
logics, medical devices, our Nation’s
food supply, vaccines, cosmetics, and
the list goes on and on. It is critically
important that we have the proper au-
thorization so that the FDA has the re-
sources it needs to advance innovation
into the marketplace, products that
fall within the jurisdiction of the FDA.

We know that the basic research has
gone on at NIH. To get products to
market, it is important that the FDA
have the resources in order to move the
process forward. I am proud of the
11,000-member workforce headquar-
tered in Silver Spring, MD, for the
FDA. They work very hard. This reau-
thorization legislation of the user fees
will give them the tools in order to get
the job done. I am particularly im-
pressed that this is a b-year reauthor-
ization bill that will give them predict-
ability, which is needed in order to get
the job done.

I applaud Senator HARKIN and Sen-
ator ENZI. We don’t see enough of these
bills moving forward with the type of
process our leaders have brought for-
ward. They have resolved a lot of the
issues, and we thank them for that.
They have brought us a bill that enjoys
broad bipartisan support and is in the
best interest of our Nation. I am proud
to support this legislation, and I thank
them for the manner in which they
have proceeded in committee and now
on the floor.

Also, I point out that this bill deals
with the drug shortage issues. I ap-
plaud the occupant of the chair, Sen-
ator KLOBUCHAR, and her efforts in
dealing with those issues. We need
more effective notification of potential
shortages so that we can take appro-
priate action to make sure the people
of this Nation have an adequate supply
of medicines.

Let me share with my colleagues a
letter I received from Carey
Fitzmaurice of Bethesda, MD, who is
undergoing treatment for ovarian can-
cer. She wrote:

My doctor put me on Doxil and carboplatin
to try to get rid of some tumors. Doxil was
chosen because of recent research showing
that it works especially well in those pa-
tients with the BRCA gene, like me.

I had four treatments with both drugs and
was responding very, very well. I have now
missed three doses of Doxil due to the short-
age. I am ‘‘treading water’” with the Carbo
but am frustrated that I am no longer mak-
ing progress towards remission. Then there
is all of the stress involved with the short-
age—not knowing if there is anything I can
do, or what will happen next, or how long I
will be in treatment.

I am trying to continue to be a wife and
mother and to hold down a job. This shortage
is adding insult to injury. I wonder why we
are being asked to raise money to find cures
when we can’t even get access to the cures
that exist now.

That is a frustration that is out there
on drug shortages. I am very pleased
that this legislation will move us in
the right direction in answering that
question.
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It doesn’t only affect those under ac-
tive treatment, it also affects a number
of clinical trials. There are currently
about 150 clinical trials at NIH involv-
ing cancer and trying to find answers
and cures for cancer. The problem is
that on these clinical trials they don’t
use placebos, they use the current drug
therapy that is known for the treat-
ment against an experimental process.
If there are not enough drugs available
to treat people for the current proto-
cols, how can those drugs be used in a
clinical trial. As a result, we are find-
ing it very challenging to move for-
ward with the clinical trials that are
needed. This legislation recognizes that
concern and specifically deals with it. I
congratulate the committee leadership
for addressing that issue.

I also will mention one other issue:
nanotechnology. I congratulate Sen-
ator PRYOR for his leadership in this
area. Programs at FDA to access
health safety facts and using nanotech-
nology in everyday products is some-
thing we need to do. This legislation
advances that. I point out that I am
proud that the lab facilities at the FDA
are fully capable of dealing with the
challenges presented by nanotechnol-
ogy. This legislation acknowledges
that.

We also, in Maryland, are proud of
the Beltsville Agricultural Research
Center, which will advance nanotech-
nology and the impact it has on every-
day products and safety. Those issues
will be addressed also by the under-
lying bill. We very much appreciate the
leadership of the committee.

Let me talk for a moment about the
two amendments I have brought for-
ward. Amendment No. 2125 deals with
safety warnings, particularly as they
affect the minority community. Clin-
ical trials don’t always represent the
diversity of our community. We know
there is underrepresentation of minori-
ties within clinical trials. Quite frank-
ly, when the FDA gives approval, they
give approval to the known risks, as I
am sure you are all aware, but it
doesn’t always represent the impact on
all communities. We also know there
are racial and ethnic differences in re-
sponse to pharmaceuticals, and they
may not become known until the drug
is in wide use, certainly beyond the
constraints of a controlled -clinical
trial. So we do have the initial ap-
proval of FDA that includes the known
risks, but we also have the capacity
under FDA to do postapproval warn-
ings. My amendment deals with that
aspect.

Health and Human Services has a
strategy to deal with minority health
and health disparities. It is called the
Strategic Action Plan to Reduce Racial
and Ethnic Health Disparities. We also
now have an institute at the National
Institutes of Health that deals solely
with minority health and health dis-
parities. We have a commitment to do
a better job as a nation in dealing with
minority health disparities. This
amendment would help us move for-
ward in that regard.
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One particular drug that is used to
treat an inflammatory disorder has
been determined by several studies to
have a mortality risk that is three
times higher for African-Americans
than the general public. However, it is
still widely prescribed, and ads for the
product on the Internet and on tele-
vision prominently feature African-
American actors.

This is an area in which the National
Medical Association and many other
groups concerned about the quality of
minority health have focused on for
years. Beyond the black box warning,
which is the most serious warning that
can be issued about the side effects of
approved drugs, there are other con-
cerns about products that are mar-
keted for the overall population that
may have side effects, but the specific
data has not been developed yet to war-
rant a black box warning.

The amendment I have offered di-
rects the FDA to develop communica-
tion plans to address the best strategy
for communicating benefits and risks,
safety alerts, changes to the label or
labeling of drugs, including black box
warnings, biological products or de-
vices, health advisories, any informa-
tion identifying particular subpopula-
tions, and any other relevant informa-
tion as determined appropriate to en-
hance communication, including a va-
riety of means of electronic commu-
nication.

I might point out this amendment
has the support of the FDA and BIO,
and it is budget neutral. So I would
urge my colleagues to support this
amendment to advance the commit-
ment we all have made to deal with re-
ducing and hopefully one day elimi-
nating minority health disparities in
our health care system. It is totally
consistent with the Strategic Action
Plan to Reduce Racial and Ethnic
Health Disparities at the Department
of Health and Human Services.

The second amendment I have
brought forward, amendment No. 2141,
deals with small businesses. This is a
very appropriate amendment, as it is
being considered during Small Business
Week. We all acknowledge the impor-
tance of small business in the growth
of our economy. Two out of every three
new jobs are created through small
business. We get more innovation
through our small businesses on a per-
employee basis than we do through
larger companies. It is critically im-
portant small businesses be energized if
our economy is going to rebound, as we
know it needs to.

This is particularly true as we deal
with innovation in drug development
or medical devices. My amendment
deals with the issues of coordinating
the work between the FDA and small
business. It provides a listing of the
staffing levels at the small business of-
fices of the FDA so that we know the
capacity we have and we can evaluate
that. It is our responsibility to do that.
It provides an overview of the status of
partnership efforts between the FDA
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and the SBA. We want the two agen-
cies, the Food and Drug Administra-
tion and the Small Business Adminis-
tration, to be working in concert to ad-
vance the cause for small businesses as
well as the mission of the FDA.

My amendment provides a summary
of all outreach efforts to small busi-
nesses and small business associations.
It details the number of small busi-
nesses receiving protocol assistance. It
shows the number of unsolicited and
solicited grant applications to small
businesses, again, so we can evaluate
that. Most importantly, it calls for the
examination of existing barriers, par-
ticularly as it relates to the generic
drug shortages.

It is interesting that with regard to
the fee schedule, the FDA has the au-
thority to do waivers as it relates to
brand names. We know a lot of the
generics are where we have our short-
ages because of the economics of the
circumstances. But the SBA has lim-
ited ability to waive the fee structure
as it relates to the general develop-
ment of generic drugs. My amendment
would ask the SBA to report back to
Congress on what impact that has on
small businesses being innovative in
developing generic drugs to help us
generally with less costly drugs that
are available for treatment, but also to
make sure we deal with the drug short-
age issue, which I alluded to earlier.

This amendment is also supported by
Senator LANDRIEU, the chairman of the
Small Business Committee, on which I
have the pleasure of serving. I urge my
colleagues to support both amend-
ments I have brought forward. I believe
they only enhance the strength of the
bill before us and are totally consistent
with the work of the chairman and the
ranking member of the committee.

With that, Madam President, I would
again urge my colleagues to support
both amendments and to support the
underlying bill.

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

The PRESIDING OFFICER (Mr.
WHITEHOUSE). The clerk will call the
roll.

The legislative clerk proceeded to
call the roll.

Mr. HARKIN. I ask unanimous con-
sent that the order for the quorum call
be rescinded.

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

Mr. HARKIN. Mr. President, how
much time remains on the two amend-
ments offered by the Senator from
Maryland?

The PRESIDING OFFICER. Six min-
utes for the majority on amendment
No. 2125, and 15 minutes in opposition.
For amendment No. 2141, 11 minutes in
favor and 15 minutes in opposition.

Mr. HARKIN. Mr. President, I will
speak on the time available for the
amendments.

AMENDMENT NO. 2125

First of all, amendment No. 2125 will
help ensure that health care providers,
patients, and payers better understand
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the benefits and risks associated with
drugs, especially with respect to those
drugs by underrepresented subpopula-
tions.

I believe this is an important and
noncontroversial amendment. I hope
we can support this amendment.

AMENDMENT NO. 2141

On the other amendment, No. 2141,
which is the small business report, 1
think it is important FDA give small
businesses a helping hand. I understand
each FDA center has a small business
office and that each of FDA’s five re-
gional offices has a small business rep-
resentative. This report the FDA would
have to submit on the basis of the
amendment offered by Senator CARDIN
would provide Congress with more in-
formation about how FDA uses its re-
sources for small businesses to help en-
courage small companies.

Again, I think this is another valu-
able addition to our bill and, hopefully,
we can support that amendment also.
So I thank the Senator from Maryland
for his offering these two amendments
and for what I consider to be improve-
ments to the underlying bill.

I thank him very much for that.

Mr. President, again, I would say to
the Members who may be in their of-
fices that we still have some extra time
before we will be adjourning this
evening. Again, I would advise Sen-
ators that by at least 2 p.m. tomorrow,
when the bell rings, we will be moving
to voting, if not before then. So any
Senator who has an amendment to
bring up and who wishes to talk about
it, I wish they would come to the floor
and do that now.

Mr. President, I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Wyoming.

Mr. ENZI. Mr. President, I would
echo the comments of the chairman,
and I, too, thank the Senator from
Maryland for his amendments. I think
everybody appreciates both those
amendments and, hopefully, they will
become a part of this bill.

I also appreciate all those who have
come to speak this afternoon. I know
there are still probably a couple of con-
troversial amendments on which Sen-
ators should come and speak, and then
we might have the possibility of mov-
ing some things up a little bit tomor-
row so we can get this bill finished ex-
pediently.

So I hope if anyone has an amend-
ment, they will come and use their
time. I think we have a few minutes in
opposition perhaps to two of the
amendments that have been debated so
far. But that is it, and then I think
there are three controversial ones that
are left to be debated. One of those has
a significant amount of time allocated
to it, but the others are limited to 30
minutes equally divided.

So I hope we can take care of some
more of those this evening and get
started on votes as soon as possible.

I yield the floor, and I suggest the ab-
sence of a quorum.
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Mr. HARKIN. Mr. President, I ask
unanimous consent that the time dur-
ing the quorum call be divided equally.

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

The clerk will call the roll.

The legislative clerk proceeded to
call the roll.

Mr. PAUL. 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.

AMENDMENT NO. 2143

(Purpose: To amend the Federal Food,
Drug, and Cosmetic Act concerning claims
about the effects of foods and dietary supple-
ments on health-related conditions and dis-
ease, to prohibit employees of the Food and
Drug Administration from carrying firearms
and making arrests without warrants, and to
adjust the mens rea of certain prohibited
acts under the Federal Food, Drug, and Cos-
metic Act to knowing and willful)

Mr. PAUL. Mr. President, I ask unan-
imous consent to call up my amend-
ment No. 2143.

The PRESIDING OFFICER. The
clerk will report.

The assistant legislative clerk read
as follows:

The Senator from Kentucky [Mr. PAUL]
proposes an amendment numbered 2143.

Mr. PAUL. Mr. President, I ask that
the reading of the amendment be
waived.

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

(The amendment is printed in the
RECORD of Tuesday, May 22, 2012, under
“Text of Amendments.”’)

Mr. PAUL. Mr. President, today I am
offering an amendment to the FDA.

I am troubled by images of armed
FDA agents raiding Amish farms and
preventing them from selling milk di-
rectly from the cow. I think we have
bigger problems in our country without
sending armed FDA agents onto peace-
ful farmers’ land and telling them they
can’t sell milk directly from the cow.

My amendment has three parts.

First, it attempts to stop the FDA’s
overzealous regulation of vitamins,
food, and supplements by codifying the
first amendment prohibition on prior
restraint.

What do I mean by that? The first
amendment says we can’t prevent
speech—even commercial speech—in
advance of the speech. We can’t tell
Cheerios they can’t say that there is a
health benefit to their Cheerios.

Under our current FDA laws, the
FDA says that if someone wants to
market prune juice, they can’t say it
cures constipation. They can’t make a
health claim about a food supplement
or about a vitamin. They can do it
about a pharmaceutical, but they are
not allowed to do it about a health sup-
plement. I think this should change.
There have been several court cases
that show this goes against not only
the spirit but the letter of the law of
the first amendment. So this amend-
ment would change that.

This amendment would stop the FDA
from censoring claims about curative,
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mitigative, or preventive effects of die-
tary supplements. It would also stop
the FDA from prohibiting distribution
of scientific articles and publications
regarding the role of nutrients in pro-
tecting against disease.

Despite four court orders condemning
the practice as a violation of the first
amendment, the FDA continues to sup-
press consumers’ rights to be informed
and to make informed choices by deny-
ing them this particular information.
It is time for Congress to put an end to
FDA censorship.

Second, my amendment would dis-
arm the FDA. Now, some of you might
be surprised the FDA is armed. Well,
you shouldn’t be. We have nearly 40
Federal agencies that are armed.

I am not against having police. I am
not against the Army, the military, or
the FBI. But I think bureaucrats don’t
need to be carrying weapons, and I
think what we ought to do is if there is
a need for an armed policeman to be
there, the FBI—who are trained to do
this—should do it. But I don’t think it
is a good idea to be arming bureaucrats
to go on the farms, with arms, to stop
people from selling milk from a cow.

I think we have too many armed Fed-
eral agencies and that we need to put
an end to this. Criminal law is increas-
ingly used as a tool of our government
bureaucracy to punish and control hon-
est businessmen who are simply at-
tempting to make a living. Histori-
cally, the criminal law was intended to
punish only the most horrible offenses
that everyone agreed were inherently
wrong or evil—offenses like murder,
rape, theft, arson. But now we have ba-
sically federalized thousands of activi-
ties and called them crimes.

If bureaucrats need to involve the po-
lice, let’s have them use the FBI. But I
see no reason to have the FDA carrying
weapons.

Today, the criminal law is used to
punish behavior such as even fishing
without a permit, packaging a product
incorrectly, or shipping something
with an improper label. Simply said,
the Federal Government has gone too
far.

The plain language of our Constitu-
tion specifies a very few Federal
crimes. In fact, the Constitution origi-
nally only had four Federal crimes, and
now we have thousands of Federal
crimes. We have moved beyond the
original intent of the Constitution. We
don’t even know or have a complete
list of all the Federal crimes. It is esti-
mated there are over 4,000, but no one
has an exact number.

Finally, my amendment will require
adequate mens rea protection. In other
words, when there is a crime, we are
supposed to prove the intent. People
have to have intended to harm some-
one. It can’t be an honest mistake,
where a business man or woman has
broken a regulation and didn’t intend
to harm anyone. If we want to convict
someone of a crime and put them in a
jail, it should have a mens rea require-
ment. This is something we have had
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for hundreds of years that comes out of
our common law tradition.

This amendment would fix this prob-
lem by strengthening the mens rea
component of each of the prohibited
acts in the FDA Act by including the
words ‘‘knowing”’ and ‘‘willful”’ before
we address and accuse someone of a
crime. I think this would give protec-
tion to folks who are guilty of inad-
vertently breaking a regulation and
would keep from overflowing our jails.
We have plenty of violent criminals
without putting people in for honest
breaches of regulations.

If Congress is going to criminalize
conduct at the Federal level, as it does
with the FDA Act, then the least it can
do is have an adequate mens rea re-
quirement. My amendment will at-
tempt to do this. It is not that we will
not have rules at the Federal level, but
the rules ought to be reasonable. We
ought to allow people to market vita-
mins. There is no earthly reason why
someone who markets prune juice can’t
advertise that it helps with constipa-
tion. We have gone too far. We have ab-
rogated the first amendment. What we
need to do is tell the FDA the courts
have ruled that the first amendment
does apply to commercial speech, and
the FDA has been overstepping their
bounds.

I hope this amendment will pass. I
will ask for the yeas and nays at the
appropriate time.

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

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

Mr. HARKIN. Mr. President, I rise in
opposition to the amendment offered
by the Senator from Kentucky, and I
oppose it for several reasons.

I believe I am in the court of equity
now: I come with clean hands because I
am one of the authors of the Dietary
Supplement and Health Education Act,
along with Senator HATCH, in 1994. We
worked in tandem over a period of a
couple of years to get the legislation
through. A lot of compromises were
made at that time, not only here in the
Senate but also with the House when
we went to conference. I believe the
right balance was struck, and I think it
has proven its worth over the years.

We have done some minor modifica-
tions to it over the years. As I have
often said, when we write laws around
here they are not chiseled in stone for
all eternity. These aren’t the Ten Com-
mandments, they are laws, and some-
times they need to be modified and
changed a little bit, usually tweaking.
But this amendment basically turns
the whole law that we had since 1994 on
its head.

We have a process now where the
FDA regulates the supplements as
foods. These are foods, not drugs. So as
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we hammered out this agreement, sup-
plements can make nutrient, structure,
function claims without any FDA
preapproval. If they want to make a
health claim, then it has to be ap-
proved by FDA, and FDA has to find
that it is supported by appropriate sci-
entific evidence. Under this amend-
ment, substances that today are con-
sidered drugs and used to treat diseases
as serious as cancer or HIV could be
marketed without any rigorous FDA
review that we have heard from many
speakers here today is the gold stand-
ard of drug regulation throughout the
world. It would turn our current sys-
tem of drug regulation on its head. It
would be a huge setback for health. It
would foster a system rife with poten-
tial for health fraud. The big losers
would be patients.

Frankly, as someone who is a strong
supporter of the Dietary Supplement
Health and Education Act, and I would
say along with Senator HATCH one of
its protectors for all these years, I
daresay the amendment offered by the
Senator from Kentucky would destroy
DSHEA. It would destroy it and I don’t
want to see it destroyed because I
think it is doing a lot of good for a lot
of people in this country. It is working
well. Consumers have access to a wide
range of safe products. There is no rea-
son to upset its success, because this
amendment would do that.

To think that somehow you could go
out and make any health claim you
want? Back to the days of snake oil
salesmen: ‘‘This elixir will do every-
thing, it will cure every ailment you
have and turn the clock back 20 years
on your age.”” People would buy it, and
what was it? It was 80-percent alcohol
and 20-percent water or something like
that. They made all these crazy claims.
We are going to move to that kind of
system now? And the only recourse
would be to take them to Federal court
and then have a trial and go through
all that and then, OK, then they appeal
it and finally you find out, OK, the
court says no, there is not enough sci-
entific evidence to warrant it so you
have to take that product off the mar-
ket.

We are going to do that for every one
of the thousands and thousands of dif-
ferent products that are out there?
What a mess this would be. First of all,
the Federal courts would not have the
wherewithal to do every one of those.
Second, who has the money to take all
that to court? And it would literally
destroy—bring down an industry that
has done well in this country. The die-
tary supplement industry, the vitamins
and minerals industry in this country,
has done a great job and I do not want
to see it ruined. This would ruin it.

Last, the Senator from Kentucky
talked about increasing the mens rea,
the mind; you know, in law school,
what your mental condition, what your
thought processes were—what was your
intent. It would increase it. It would
need to be shown to enjoin or prosecute
serious violations of the Food, Drug,
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and Cosmetic Act. I find this amazing.
This idea that we need to make it hard-
er to enforce a public health protection
statute, not easier, is deeply troubling.
I see no legitimate reason to do this.

The goal of this amendment is clear-
ly to render the FDA virtually incapa-
ble of addressing industry abuses. I
think this amendment would have dele-
terious effects on the Dietary and Sup-
plement Education Act, and the indus-
try, and also on the FDA’s ability to
regulate prescription drugs. You can
say just about anything about what
your health claims would be on any
kind of product and the only recourse,
as I said, would be to go to Federal
court.

Again, this is a consensus measure.
We have built a very broad bipartisan
support for this FDA user fee bill. It is
must-pass legislation. We cannot jeop-
ardize that consensus.

For those reasons, I oppose the
amendment offered by the Senator
from Kentucky.

Mr. President, I suggest the absence
of a quorum.

The PRESIDING OFFICER.
clerk will call the roll.

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

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

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

Mr. HARKIN. Mr. President, how
much time remains on the amendments
offered by the Senator from Maryland,
Senator CARDIN?

The PRESIDING OFFICER. On
amendment No. 2141, there is 11 min-
utes remaining in support and 15 min-
utes in opposition.

Mr. HARKIN. Mr. President, I ask
the Senator from Colorado, how much
time does the Senator seek?

Mr. BENNET. I would like to try for
10 minutes but if I can do it shorter——

Mr. HARKIN. I ask 10 minutes of the
time from amendment No. 2141 be
yielded to the Senator from Colorado.

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

Mr. BENNET. I thank the Senator
from Iowa, the chairman of the HELP
Committee, for his indulgence.

Yesterday I spoke about some of the
process on the important issues of drug
safety and making sure there is a good
system for safer drugs, both in prepara-
tion and distribution. I know we seem
to get close to reaching a resolution,
which is tremendous. I have heard
many of my colleagues praise different
parts of the bill, which I will do as well
in a minute. But I want to take 1 more
minute again, while the chairman and
the ranking member are on the floor,
to recognize what an enormous accom-
plishment their leadership has resulted
in, getting this bill to a close.

As I said yesterday, I think the work
of the HELP Committee, both Demo-
crats and Republicans, with the leader-
ship of the chairman and the ranking
member, is a model for this Congress.

The
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It is the reason why the quality of this
bill is so high. We still have a few votes
to go tomorrow, but people forget that
it is rare to be working on a full exten-
sion of anything here. This has become
the land of flickering lights, where we
keep things on for 1 more month or 2
more months. Here we actually have a
5-year extension of this legislation. It
is wonderful to be working in such a bi-
partisan and businesslike fashion. It is
not lost on me how much work has
been put into the bill by my colleagues
on the HELP Committee, including the
Presiding Officer, or the HELP Com-
mittee staff. I want to reiterate my
thanks and gratitude for the work on
the bill that will truly help patients
and American families get the medical
products they need when they need
them.

That brings me to the subject of med-
ical devices. Colorado is the sixth larg-
est medical device sector in the coun-
try, with over 600 bioscience companies
overall. We obviously need to strike a
balance, as we think about this legisla-
tion, because as we speed the FDA ap-
provals, we have to ensure that devices
are safe. This year has represented a
good-faith Dbipartisan effort among
members on and off the HELP Com-
mittee to find policies that will em-
power the FDA to ensure safer devices
and also ensure that our companies on
the ground have more regulatory cer-
tainty and predictability.

The FDA has been upfront about the
challenges the device center faces—re-
viewer turnover, young, less experi-
enced reviewers, and management
challenges. At the same time we have
heard from venture capital investors
who say that regulatory uncertainty at
the FDA is a reason they have been
hesitant about continued investments
in the United States and thought about
the future investment in Asia and Eu-
rope. The new medical device user fee
will go a long way toward ensuring the
FDA has the resources to provide safer,
more effective medical devices in less
time and with more predictability.

Over the course of a year we were
also able to craft a balance of policies
on both the innovation and safety side.
This includes reinforcing regulations in
place since 1997 that require the FDA
to take the least burdensome approach
to approving medical devices by not
asking companies for unnecessary or
unrelated information.

I see the Senator from Minnesota on
the floor, and I thank her for her lead-
ership on this piece of legislation. It
also includes important safety provi-
sions such as ensuring the medical de-
vices have a tracking number so if
there is any problem, doctors and pa-
tients can quickly know if their prod-
uct is one that works.

I would like to say a word about drug
shortage, which is a discussion issue
every Member is hearing about in their
States. In just the last year, the FDA
was notified of about 220 drug short-
ages. We know that the amount of pa-
tients this affects is monumental. For
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cancer alone, over 550,000 patients have
been currently affected by our national
drug shortage crisis.

In Colorado, our patients and pro-
viders are extremely frustrated. A
pharmacist at St. Mary’s Hospital in
Grand Junction said that he keeps a 2-
page list of 50 drugs that he cannot get
or can barely get a hold of, including 12
chemotherapy drugs.

I want to share a couple of con-
stituent stories from my home State.

Dawn Gibbs from Long Mount, CO,
wrote:

Dear Senator Bennet: I am contacting you
to inform you of my grave concern of the na-
tional shortage of the preservative free can-
cer drug Methotrexate. My 2-year-old cousin
receives this drug for her newly diagnosed
leukemia of October 2011. Her doctors told
her that they only have a 2 week supply left
at their clinic. This drug keeps her leukemia
from traveling to her brain. This shortage is
life threatening to her and 3,000+ like her
with this cancer.

I thank you for your assistance in this
matter. I know that my little 2-year-old
cousin cannot speak out on her own behalf,
so I am honored to be her voice. I feel my
voice will not be enough alone to make a dif-
ference, and I hope that you will be our
voice.

Dawn Gibbs’ voice is being heard on
behalf of her cousin, just as patients all
across the country are lending their
voices to this important debate.

Carol Gill from Morrison, CO, wrote:

Dear Senator Bennet: I have stage 4 can-
cer. My current treatment regimen is doing
a fine job of keeping the disease stable. This
regimen includes a biweekly infusion of two
generic drugs—5FU and leucovorin—and two
other drugs still on patent. I receive treat-
ment at the University of Colorado Hospital.
My oncologist just called me to say that the
University of Colorado Hospital is out of
5FU.

Today oncologists at the University of Col-
orado Hospital are calling their patients to
tell them some or all of their cancer treat-
ment must be suspended.

Thank you for taking this seriously and
taking immediate steps to correct it.

Carol Gill.

My hope is that this Senate bill can
give some reprieve to these Coloradans
in desperate need of their lifesaving
drugs.

The Senate bill would give the Food
and Drug Administration the much
needed authority to require drug man-
ufacturers to report any discontinu-
ance or interruption or other adjust-
ment that would likely result in a
shortage, especially those drugs needed
to provide emergency care. It would
also immediately create a task force
that would create a strategic plan to
address drug shortages and submit rec-
ommendations to Congress as well as
study the effect on drug pricing as it
relates to shortages.

The people in my home State and
every one of our home States need us
to provide solutions to this problem
yesterday. They cannot wait any
longer, nor should they.

I will say again that it is because of
the leadership of the two people sitting
here, the ranking member of our com-
mittee and the chairman of our com-
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mittee, that we have been able to get
this bill to the floor for a vote. I think
we should take that vote tomorrow and
move forward on behalf of patients all
across this country and the bioscience
community.

I thank the Chair.

I yield the floor.

Mr. ENZI. I thank the Senator from
Colorado, Mr. BENNET, for his com-
ments, but he sold himself pretty short
on the influence on this bill. He has
worked dramatically on every portion
of this bill and made some significant
contributions that are now a part of
the bill. He didn’t have to do amend-
ments at this point because he got
them all in. That was very important
across-the-aisle work that the Senator
did by working with a number of people
on both sides of the aisle and being
faithful and helping committee and
staff members, not to mention all the
committee meetings held on Fridays
throughout the year. This bill wouldn’t
have been possible without the Sen-
ator’s efforts.

Mr. BENNET. I thank the ranking
member.

The PRESIDING OFFICER. The Sen-
ator from Iowa.

Mr. HARKIN. Mr. President, I join
Senator ENZI in thanking Senator BEN-
NET for being a very valuable member
of our committee and for all of the
great work the Senator did on this bill.
His fingerprints are all over this bill,
and, as he pointed out, it is a great bill.
There was great bipartisan support.

I thank the Senator for all of his
work in our working groups, especially
the drug supply chain. This is a key
part of this bill. The FDA will have the
authority and the wherewithal to go
back up the chain to where these drugs
come from. The Senator was the first
one to point out to me at the com-
mittee hearing that I think about 80
percent of all of the ingredients that go
into our drugs in this country come
from outside this country, but we had
no real idea on where and how, and now
we can insist on good manufacturing
practices. So I would say this singular
addition to this bill can be traced right
back to the Senator from Colorado, and
I thank him very much for his leader-
ship on this issue and in helping us to
get this bill to where we are today. I
thank the Senator.

I would like to yield 10 minutes off of
the opposition of the Grassley amend-
ment 2121 to the Senator from Min-
nesota.

The PRESIDING OFFICER. The Sen-
ator from Minnesota.

Ms. KLOBUCHAR. Mr. President,
this bill means so much to my State. I
spoke earlier today about the need to
improve the approval process at the
FDA, and this bill will speed that up
with the agreement reached between
industry and the FDA on the fees. I
thank the Senator for his leadership on
that issue.

We have literally tens of thousands
of employees in our State who have in-
credibly good jobs in the high-tech in-
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dustry. This is a huge potential export.
It is already an export, but even more
could come if we do this right as we
look at the growing middle class in
countries such as China and India who
are going to the hospital and using
medical devices. So this bill is speeding
up that process but still keeping the
very important safety standards in
place, which couldn’t be more impor-
tant—as well as for patients who have
been waiting for lifesaving treatment.
So I thank the Senator for that.

I also thank the Senator for includ-
ing, as Senator BENNET referenced, my
drug shortage provision. We worked on
that for 2 years. We gathered support
as the years went on.

I thank Senator HARKIN for the hear-
ing we had on that bill and for the
work of his staff in bringing people to-
gether. We got Senator CASEY’s and
Senator COLLINS’ provisions in this
bill.

We all know what has been going on.
As several Senators have mentioned,
we are talking about 4-year-old boys
with leukemia whose parents find out
they have no cancer treatment drug
and literally are put into a panic, so
they book flights to Canada so this lit-
tle child can complete his treatment,
or the woman with breast cancer who
has to call around for Prudoxin and is
then faced with the ethical dilemma
that she explained to us that she knew
she was taking it away from another
patient. That should not happen in the
United States of America, and this
early notification of the FDA, as we
have seen, has been very positive.

Over 200 drug shortages have been
averted because of the early notifica-
tion with orphan drugs in the last few
years, so this provision will truly make
a difference. I thank the Senator for in-
cluding that.

I am here to talk about another mat-
ter the two Senators have been in-
volved in negotiating. These are bills
that Senator SCHUMER, Senator GRASS-
LEY, and I have been working on. We
each had one of the three bills that
covered different synthetic drugs.

My drug bill covered 2C-E, which is a
synthetic hallucinogen, which, sadly, is
something a young man died from tak-
ing in Minnesota. There was actually a
murder prosecution because of it, and,
again, we have seen it go like wildfire
through our State with these synthetic
drugs. Senator PORTMAN and myself
and Senator GRASSLEY will be offering
this amendment, and I thank the Sen-
ator for his work on it. I also encour-
age my colleagues to support this
amendment, and I hope it will pass
overwhelmingly.

As members of the Judiciary Com-
mittee, Senator GRASSLEY, Senator
SCHUMER, and I have been working on
this, as I mentioned, for years. There
have been reports from every State in
the country of people acting violently
while under the influence of these
drugs, which leads to death or injuries
to themselves and others. While taking
these drugs, people can experience ele-
vated heart rates and blood pressure,



S3504

hallucinations, seizures, and extreme
agitation, which is dangerous, but they
are also dangerous to themselves.

Up in Moorhead, MN, with the Fargo
sheriff, we did a forum. A group of peo-
ple were sitting in the front row. I ac-
tually thought they were there to ob-
ject to our provisions. They were there
to support them because they had lost
a loved one who thought he was taking
what he considered to be synthetic
marijuana, and it turned out to be very
different from any marijuana. It turned
out to be much stronger, and he ended
up hitting a tree and killing himself.
They were sobbing while telling their
story.

Until 2006, I was a Hennepin County
attorney. During my time there we
just didn’t have this as an issue. We
can see how quickly it has changed.
Listen to these numbers. In 2011 poison
control centers across America re-
ceived more than 13,000 calls about syn-
thetic drugs. How many calls did they
get in 2010? They only got 3,200. Look
at that—3,200 to 13,000 in just 1 year. In
Minnesota there were a total of 392
calls to poison control relating to syn-
thetic drugs in 2011 compared to 107 in
2010—a tripling of calls about this prob-
lem in just 1 year.

This all hit home, as I mentioned in
my State, with the tragic death of a 19-
year-old man, Trevor Robinson, in
Blaine, MN, when he overdosed on 2C-
E. It is a synthetic hallucinogen. An-
other young man was thought to have
shot himself in Minnesota while under
the influence of synthetic drugs. We
can imagine the pain of these families,
and that is why I introduced a bill to
add 2C-E and similar drugs to the sub-
stance list so they will be treated in
the same manner as other banned
drugs they claim to represent.

I am also a cosponsor of the two bills
authored by Senators GRASSLEY and
SCHUMER. All three of these bills are
contained in the amendment we are of-
fering with Senator PORTMAN. These
drugs can Kkill, and if we don’t take ac-
tion, they are going to become more
and more prevalent. They are available
on the Internet. The Federal Govern-
ment has to make clear that they are
illegal. That is what is going on today
because people literally buy these
drugs that have numbers like 2C-E.
They don’t really know what they are.
They get them, and they turn out to be
deadly. That is what happened in
Blaine, MN.

I am hopeful that we vote to ban
these drugs as part of the debate on
this bill. We have seen what happened
in Minnesota. We know the DEA has
been taking action on its own, and
they temporarily banned some of these
drugs, but most of the substances cov-
ered in our three bills have not been
banned, including all of the substances
in my bill. That is why, in fact, we are
offering this amendment.

On the State level, roughly 40 States
have banned some synthetic drugs, in-
cluding my State, where a major law
regarding synthetic drugs took effect
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in July. We need a Federal law. This
crosses State lines. A lot of it is done
on the Internet. We cannot simply have
this State by State, and passing a Fed-
eral law will help create the partner-
ship we need to send a strong message
that we need to eradicate these sub-
stances.

I am pleased this amendment is being
offered. We need to get it done now,
ban these drugs, and make a clear
statement that these drugs are illegal.

I again thank Senator HARKIN and
Senator ENzI for working it out so we
can offer this amendment, and also my
colleagues, Senators PORTMAN, SCHU-
MER, and GRASSLEY, for their hard
work. I know we are committed to get-
ting this done.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Washington.

Mrs. MURRAY. Mr. President, I ask
unanimous consent to speak for 15 min-
utes in morning business and not to
take time away from the debate on the
bill.

The PRESIDING OFFICER. Is there
objection?

Mr. ENZI. Mr. President, it was my
understanding that because of the spe-
cial event tonight, we were going to be
out of here at 6 pm. I am not sure what
leadership has in mind at this point.

Mrs. MURRAY. Mr. President, I have
had a conversation with them:

The PRESIDING OFFICER. Is there
objection to the Senator’s request?

Without objection, it is so ordered.

VETERANS EMPLOYMENT

Mrs. MURRAY. Mr. President, next
week Americans are going to spend
time honoring and commemorating the
men and women who died fighting for
our great country. Memorial Day is a
day to reflect on and give thanks to
the sacrifices made by those who made
the ultimate sacrifice. It is also a day
to look forward and to think about
what we all can do to help our veterans
who sacrificed so much and who de-
serve our support when they come
home.

So I come to the floor today to dis-
cuss an issue that, quite frankly, defies
common sense. The high rate of unem-
ployment among recently separated
veterans is an issue that continues to
make the transition home for veterans
harder than ever. Despite the fact that
our veterans have the leadership abil-
ity and the discipline and technical
skills to not only find work but to
excel in the workforce of the 21st cen-
tury, our veterans continue to strug-
gle.

Despite the skill and talent and
training of our veterans, statistics con-
tinue to paint a grim picture.

According to the Department of
Labor, young veterans between the
ages of 18 and 24 have an unemploy-
ment rate that is nearly 20 percent.
One in five of our Nation’s heroes can’t
find a job to support their family,
doesn’t have an income that provides
stability, and doesn’t have work that
provides them with the self-esteem and
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pride that is so critical to their transi-
tion home.

We know this should not be the case.
We shouldn’t let the skills and training
our Nation’s veterans have attained go
to waste. That is why all of us joined
together to overwhelmingly pass my
VOW to Hire Heroes Act here in the
Senate late last year. Among many
other things, that law would provide
tax incentives to encourage businesses
to hire veterans; it makes participa-
tion in the transition assistance pro-
gram mandatory for most separating
servicemembers, and expands the edu-
cation and training we provide to
transitioning servicemembers.

Thanks to that legislation, we have
been able to take real concrete steps
toward putting our veterans to work.
The tax credit is working, and VA is
set to begin accepting applications for
a retraining program that will benefit
unemployed veterans ages 35 to 60 and
help them get back to work.

But that bill is only that, a first step.
Today I am here to talk about the next
step, and that step is to build partner-
ships with private businesses, large and
small, all across our country, to hire
our Nation’s heroes. Recently I was up
in New York where I participated in a
lively roundtable discussion hosted by
the Robin Hood Foundation. This dis-
cussion on veterans employment was
moderated by Tom Brokaw on the USS
Intrepid and brought together people of
various backgrounds, including former
Chairman of the Joint Chiefs ADM
Mike Mullen, and Housing and Urban
Development Secretary Shaun Dono-
van, to talk about this important
issue.

What is very apparent is that there is
momentum to build public-private
partnerships. What is also apparent is
there is a lot of room for improvement
in this area.

I want to first make clear that a lot
of companies across the country are far
ahead of the curve. In fact, many pri-
vate sector companies have already
joined our efforts in addressing this
critical issue. J.C. Penney, one of
America’s largest retailers, and Joseph
Abboud, a men’s clothing company,
partnered with Iraq and Afghanistan
Veterans of America to launch the Wel-
come Home Joe—Thanks A Million
Program.

To prepare veterans for job inter-
views, this program has provided 5,000
veterans with certificates to purchase
business attire. For the last decade, we
have expected our brave men and
women in uniform to prepare for the
battlefield. In the process, they have
become accustomed to wearing combat
boots and battle dress uniforms. Now
they are expected to wear a suit and tie
for job interviews—something that
sometimes seems pretty foreign to
them. But thanks to this program,
thousands of transitioning veterans
can now hang up their battle dress uni-
forms and dress for their next chal-
lenge.

Other companies such as Schneider
National, one of America’s largest
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trucking companies, are realizing the
skills our veterans have gained over
the last decade of work are directly ap-
plicable to their business. Schneider
National recognizes that a veteran who
has driven a 7-ton truck across Af-
ghanistan’s dangerous and rugged ter-
rain is more than qualified to drive a
freight truck across our Nation’s roads.
In addition to providing many veterans
with new jobs, Schneider National also
provides newly separated veterans with
on-the-job training through their mili-
tary apprenticeship program. As part
of that program, veteran employees are
eligible to earn a monthly educational
benefit check from the VA in addition
to a paycheck. Schneider National
serves as a great example of how com-
panies can hire veterans who have
proven they can perform on the job but
lack proper certifications for civilian
employment.

The U.S. Chamber of Commerce also
should be commended for launching its
Hiring Our Heroes initiative which has
sponsored 150 hiring fairs in 48 of our
States. At one of these recent hiring
fairs, General Electric, the employer of
10,000 veterans, launched its veterans
network transition assistance program.
As part of that program, General Elec-
tric has vowed to hire 1,000 additional
veterans every year for the next 5
years and provides job-seeking vet-
erans with one-on-one mentoring ses-
sions. Those sessions help transitioning
veterans improve resume writing and
interviewing techniques so they can
capitalize on the skills they have de-
veloped during their military service.

That is just a fraction of the work
being done by our Nation’s employers.
There are many success stories at big
companies such as Home Depot and
small companies such as General Plas-
tics in my home State which has cre-
ated a pipeline to hire veterans at its
aerospace composite factory. All of
these companies are not only examples
of success stories but they have also
created a roadmap about how best to
find, hire, and train veterans. It is our
job to make sure those lessons are
being heard.

Today I am here on the floor to lay
out a few things that all businesses,
large and small, can do to bring our
Nation’s heroes into their companies.
First, get the word out to companies to
educate their human resources teams
about the benefits of hiring veterans
and how skills they learned in the mili-
tary translate to the work a company
does. I can’t tell my colleagues how
often I hear from veterans who tell me
the terms they use in interviews and
on resumes fail to get through to the
interviewer.

Second, help our companies provide
job training and resources for
transitioning servicemembers. This is
something I have seen done at large or-
ganizations such as Amazon and Micro-
soft, but also at smaller companies in
conjunction with local colleges. In
fact, the most successful of these pro-
grams capitalizes on skills developed

CONGRESSIONAL RECORD — SENATE

during military service but also uti-
lizes on-the-job training.

Third, let business leaders know how
important it is to publicize job open-
ings with our Veterans Service Organi-
zations at local military bases so we
can help connect veterans with jobs,
and to work with local one-stop career
centers.

Fourth, develop an internal veterans
group within our companies to mentor
recently discharged veterans.

Finally, if possible, please reach out
to local community colleges and uni-
versities to help develop a pipeline of
the many veterans who are using GI
bill benefits to gain employment in a
particular area.

If we can spread the message on just
a few of these steps, I am confident we
will be able to continue to build on the
success we have had in hiring veterans.

There is one other even more impor-
tant step we have to take to ensure
that businesses are taking, and it has
to do with the difficult issue that some
potential employees face. I have heard
repeatedly from veterans that they do
not put their military service on their
resume because they fear it stigmatizes
them. They fear that those who have
not served see them all as damaged or
unstable. We have to understand what
mental health challenges are and what
they are not.

As we seek to employ more veterans,
we need future bosses and coworkers to
understand that issues such as
posttraumatic stress or depression are
natural responses to some of the most
stressful events a person can experi-
ence. We need them to understand that
these illnesses do not afflict every vet-
eran and, most importantly, we need to
understand that for those who are af-
fected by these illnesses, they can get
help, they can get better, and they can
get back to their lives. We need to let
businesses know if they have a veteran
who is facing some challenges, we
should do the right thing and encour-
age him or her to get help. They need
to know it is OK to reach out. Help
them take advantage of the excellent
mental health care the VA is capable of
providing. The veteran will be better
and they will be an even stronger mem-
ber of a company’s team.

Those are some steps our employers
can take, but we also need to make
sure our veterans are taking steps to
stand out as candidates. Unfortu-
nately, too often our veterans don’t see
how the skills they learned in the mili-
tary translate from the battlefield to
the working world. One of the biggest
reasons for that is often our veterans
don’t understand the vernacular of the
working world.

A few weeks ago I was home in Wash-
ington State talking about this issue
when I met a woman named Anne
Spurte. Anne is a veteran. She helps
other local veterans find work through
an organization called The Unfinished
Mission. Anne told me how often she
has heard from veterans who told her
they were not qualified for the jobs
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they had seen on line or in the paper.
Repeatedly they told her they didn’t
see how their experiences mattered to
employers in the area. So one day in
front of a whole group of veterans,
Anne pulled out this job advertisement
from Boeing for a position as a fabrica-
tion specialist. Anne could once again
sense that the veterans who sat there
and read this ad thought they weren’t
qualified for this manufacturing job
that is listed in Boeing’s space explo-
ration division. But then Anne con-
centrated all the attention of the vet-
erans in the room on the competency
and qualifications section that was
listed on that job advertisement and
she asked all of them: Did you spend
time in the service working together to
remove obstacles to help a team ac-
complish its goals? Did you work to
fully involve others on the team in de-
cisions and actions? Were you held re-
sponsible? Did you demonstrate your
commitment to the team? Around the
room, all of these veterans’ heads were
nodding as she read verbatim from the
Boeing job announcement. Every vet-
eran understood they had the core
skills employers at Boeing were look-
ing for, but they just didn’t realize it.

What Anne made those veterans
come to understand was that their
skills were being lost in translation,
and what many of them needed to do
was simply articulate their experiences
in a way that employers could under-
stand.

So today I want to reiterate to all of
our veterans that no matter what
branch you served in or when you
served or how long you served, the
skills you learned are valuable and it is
up to you to make sure employers see
that.

Our veterans don’t ask for a lot. Of-
tentimes they come home and don’t
even acknowledge their own sacrifice.
My own father never talked about his
time fighting in World War II. In fact,
I never saw his Purple Heart or knew
that he had a wallet with shrapnel in it
from when he was hit or a diary that
detailed his time in combat, until after
he died and my family gathered to
start sorting through his belongings.
But our veterans shouldn’t have to ask.
We should know to provide for them.

When my father’s generation came
home from the war, they came home to
opportunity. My father came home to a
community that supported him. He
came home to college and a job—a job
that gave him pride and helped him
start a family and one that ultimately
led to me starting my own.

That is the legacy of opportunity we
have to live up to for today’s veterans.
Together, working with the private
sector, we can ensure that the brave
men and women who have worn our
uniform have that real opportunity. We
can make sure they get a fair shot
from America’s employers, that they
are not measured by fear or stigma but
by what they can do, what they have
done, and what they will do.
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I thank those companies that are
leading the way as our veterans transi-
tion from military service to the civil-
ian workforce. The Veterans Affairs’
Committee, which I chair, has a Web
site with a list of some of those compa-
nies that are contributing to this ef-
fort. I would encourage all of our col-
leagues to visit that Web site and sug-
gest companies that can be added to
our list. I look forward to working with
all of them, and many more of our Na-
tion’s businesses, on this important
next step in bringing our veterans
home to opportunity.

As we celebrate our fallen heroes on
Memorial Day next week, let’s all keep
thinking about how we can make sure
our veterans are getting everything
they need after they have given so
much.

Before I yield the floor, I wish to
take a moment to acknowledge a
young Marine reservist, an Afghani-
stan combat veteran, who has been
working part time on my Veterans’ Af-
fairs Committee staff for the last year.
Carlos Fuentes is a hard-working, well-
liked young man who graduated from
American University earlier this
month. He has helped our committee
get a better understanding of what our
veterans are facing when they are look-
ing for work, and I want to thank him
for his continued service to our Nation.
I need my colleagues to know that Car-
los is going to be getting married this
weekend and I wish him and his bride
many happy years to come.

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

The PRESIDING OFFICER (Mr. BEN-
NET). The clerk will call the roll.

The legislative clerk proceeded to
call the roll.

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

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

AMENDMENT NO. 2151, AS MODIFIED

Mr. MANCHIN. Mr. President, I ask
unanimous consent to set aside the
pending amendments, so I may call up
my amendment No. 2151, as modified,
with the changes at the desk.

The PRESIDING OFFICER. Without
objection, the clerk will report.

The legislative clerk read as follows:

The Senator from West Virginia [Mr.
MANCHIN], for himself, Mr. KIRK, Mrs. GILLI-
BRAND, Mr. SCHUMER, and Mr. ROCKEFELLER,
proposes an amendment numbered 2151, as
modified.

The amendment, as modified, is as
follows:

(Purpose: To amend the Controlled Sub-
stances Act to make any substance con-
taining hydrocodone a schedule II drug)

At the end of subtitle C of title XI, add the
following:

SEC. 1133. HYDROCODONE AMENDMENT.

The Controlled Substances Act is amend-
ed—

(1) in schedule III(d) in section 202(c) (21
U.S.C. 812(¢c)), by—

(A) striking paragraphs (3) and (4); and
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(B) redesignating paragraphs (5), (6), (7),
and (8) as paragraphs (3), (4), (), and (6), re-
spectively; and

(2) in section 401(b)(1) (21 U.S.C. 841(b)(1)),
by adding at the end the following:

‘(F) In the case of any material, com-
pound, mixture, or preparation containing—

‘(i) not more than 300 milligrams of
dihydrocodeinone per 100 milliliters or not
more than 15 milligrams per dosage unit,
with a fourfold or greater quantity of an
isoquinoline alkaloid of opium; or

‘“(ii) not more than 300 milligrams of
dihydrocodeinone per 100 milliliters or not
more than 15 milligrams per dosage unit,
with one or more active, nonnarcotic ingre-
dients in recognized therapeutic amounts,
subparagraph (C) shall not apply and such
case shall be subject to subparagraph (E).”.

Mr. MANCHIN. Mr. President, I wish
to give a brief explanation of the
amendment and hope it will be accept-
ed. Basically, what we are doing is
changing the hydrocodone combination
drugs to be schedule II drugs rather
than schedule III drugs. That makes it
much harder for people to have access
to this drug that has been wreaking
havoc throughout our States and
throughout the country.

I would appreciate adoption of this
amendment.

The PRESIDING OFFICER. The Sen-
ator from Iowa.

Mr. HARKIN. Mr. President, as the
Senator said, his amendment would
amend the Controlled Substances Act
to make any substance containing
hydrocodone—Vicodin—a schedule II
drug. As he said, this is presently a
schedule III drug. The most significant
difference is, for patients, schedule II
drugs are not allowed to be refilled.
That is the key to the amendment.

I applaud the Senator. I have great
concerns regarding the increased abuse
of prescription drugs. According to the
Centers for Disease Control and Pre-
vention:

Overdoses involving prescription pain-
killers are at epidemic levels—

Epidemic levels—
and now kill more Americans than heroin
and cocaine combined.

That is a quote from the Centers for
Disease Control and Prevention.

According to CDC, more than 40 peo-
ple die in America every day from
overdoses involving narcotic pain re-
lievers such as hydrocodone.

For this reason, I applaud Senator
MANCHIN for his amendment and the ef-
forts he has undertaken to reschedule
this drug. It is the most frequently
abused narcotic and that is a strong
reason to reschedule it into section II.

Again, I thank the Senator for this
amendment. At the appropriate time I
will ask for its adoption. Again, I
thank the Senator from West Virginia.
This is a great amendment. It improves
the bill. It is widely accepted, and the
Senator has been on the right track on
this issue for a long time. I applaud
him for doing this and, believe me, a
lot of people in America are going to
thank the Senator for getting this drug
rescheduled to cut down on the terrible
overuse of this drug in America. I
thank the Senator very much.
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The PRESIDING OFFICER. The Sen-
ator from West Virginia.

Mr. MANCHIN. Mr. President, if I
may say this: Senator KIRK, as you
know, has worked very closely with me
on this matter, and we have many
other Senators—GILLIBRAND, SCHUMER,
ROCKEFELLER—SO many people who are
having this problem in their States.
This is one way for us to fight this
abuse.

I have said this: If we do nothing
else—if we go to some of these commu-
nities that have been ravaged, and we
speak to these young children, they
will come up to us and say: Please help
me to help my daddy or my mommy
get off of this addiction. It will tear
your heart out.

This gives us a chance—one more
tool with which we can fight the drug
abuse that is going on with prescrip-
tion drugs. I appreciate its consider-
ation and would ask unanimous con-
sent that it be adopted, if we can do
that.

I thank the Senator.

Mr. HARKIN. If the Senator would
withhold the unanimous consent re-
quest.

Mr. MANCHIN. OK.

Mr. HARKIN. We have a number of
amendments we are putting together,
and at the appropriate time I will
make sure that happens.

Mr. MANCHIN. Absolutely.

Mr. HARKIN. I suggest the absence of
a quorum.

The PRESIDING OFFICER. The
clerk will call the roll.

The legislative clerk proceeded to
call the roll.

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

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

AMENDMENT NO. 2126

Mr. HARKIN. Mr. President, I ask
unanimous consent to set aside all
pending amendments in order to call
up Reed amendment No. 2126, and I ask
that the clerk report the amendment
by number.

The PRESIDING OFFICER. Without
objection, it is so ordered. The clerk
will report.

The legislative clerk read as follows:

The Senator from Iowa [Mr. HARKIN], for
Mr. REED, proposes an amendment numbered
2126.

The amendment is as follows:
(Purpose: To make effective the proposed

rule of the Food and Drug Administration

relating to sunscreen drug products)

At the end of title XI, add the following:
SEC. 11 . COMPLIANCE DATE FOR RULE RE-

LATING TO SUNSCREEN DRUG
PRODUCTS FOR OVER-THE-
COUNTER HUMAN USE.

In accordance with the final rule issued by
the Commissioner of Food and Drug entitled
“Labeling and Effectiveness Testing; Sun-
screen Drug Products for Over-the- Counter
Human Use; Delay of Compliance Dates’ (77
Fed. Reg. 27591 (May 11, 2012)), a product sub-
ject to the final rule issued by the Commis-
sioner entitled ‘‘Labeling and Effectiveness
Testing; Sunscreen Drug Products for Over-
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the-Counter Human Use” (76 Fed. Reg. 35620
(June 17, 2011)), shall comply with such rule
not later than—

(1) December 17, 2013, for products subject
to such rule with annual sales of less than
$25,000 and

(2) December 17, 2012, for all other products
subject to such rule.

Mr. HARKIN. Mr. President, I further
ask unanimous consent that the fol-
lowing amendments be agreed to en
bloc: Cardin No. 2125; Cardin No. 2141;
Grassley No. 2121; Grassley No. 2129;
Manchin No. 2151, as modified; and
Reed No. 2126.

The PRESIDING OFFICER. Is there
objection?

Without objection, it is so ordered.

The amendments (Nos. 2125; 2141;
2121; 2129; 21561, as modified; and 2126)
were agreed to.

Mr. LEAHY. Mr. President, I thank
Chairman HARKIN and ranking member
ENzI for including the Counterfeit Drug
Penalty Enhancement Act in their sub-
stitute amendment to S. 3187. I intro-
duced the Counterfeit Drug Penalty
Act, S. 1886, last year along with Sen-
ator GRASSLEY and others, and the
Senate passed it by unanimous consent
in March. Unfortunately, the House of
Representatives has yet to take action
on it.

The Counterfeit Drug Penalty En-
hancement Act has the support of in-
dustry and consumer groups and bipar-
tisan backing in the House of Rep-
resentatives. It will strengthen the
provisions already included in S. 3187
that are intended to improve the safety
of our supply chain and increase pen-
alties for adulterated drugs.

This provision increases penalties for
trafficking counterfeit drugs to a level
commensurate with counterfeit cases
in which the offender knowingly or
recklessly causes or attempts to cause
serious bodily injury. By strengthening
the penalties appropriately, it will
deter the sale of dangerous counterfeit
drugs.

Few things are more important to
consumer well-being than ensuring the
safety of our pharmaceutical supply
chain. Law enforcement is finding
counterfeit versions of drugs that pa-
tients rely on to treat blood clots, cho-
lesterol, prostate cancer, influenza,
Alzheimer’s, and other serious condi-
tions. Counterfeit drugs reportedly re-
sult in 100,000 deaths globally each year
and account for an estimated $75 bil-
lion in annual revenue for criminal en-
terprises. We must do more to prevent
and deter this conduct.

In addition to protecting consumers,
deterring the manufacture and sale of
counterfeit drugs also protects Amer-
ican intellectual property, helping
American workers and manufacturers.
That is why this legislation has the
broad support of not only the pharma-
ceutical industry and consumer groups
such as the Alliance for Safe Online
Pharmacies and Easter Seals but also
the U.S. Chamber of Commerce.

I appreciate the work of Chairman
HARKIN and Ranking Member ENZI to
protect American consumers from
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adulterated and counterfeit drugs, and
I thank them for including the Coun-
terfeit Drug Penalty Enhancement Act
as part of that effort in this legisla-
tion.

Mr. WHITEHOUSE. Mr. President, I
rise today to speak in support of the
Food and Drug Safety and Innovation
Act. This measure includes a number of
important reforms to promote the de-
velopment of new treatments for pa-
tients in need and to ensure that drugs
and other medical products are safe
and effective for American families. I
commend Chairman HARKIN and Rank-
ing Member ENZI for their hard work
and leadership on this bill.

As a participant in the drug supply
chain integrity working group, along
with the chairman and ranking mem-
ber and Senators BENNET, BURR, and
GRASSLEY, I am especially proud of the
strong, bipartisan measures to protect
patients that have been included in
this bill. The not-too-distant incidents
concerning adulterated Heparin and
counterfeit Avastin demonstrate the
critical importance of protecting
Americans from unsafe medical prod-
ucts manufactured overseas. The new
tools and authorities in this law should
help safeguard Rhode Island families
from dangerous drugs, while leveling
the playing field for U.S. manufactur-
ers and providing more transparency
and accountability across our drug sup-
ply chain.

I particularly want to thank the
chairman and ranking member for
working with me to include the Ex-
panding and Promoting Expertise in
Rare Treatments Act of 2012, or EX-
PERT Act, which I introduced earlier
this year, in the bill on the floor.

During my time in office, I have been
moved by the personal stories of dozens
of Rhode Islanders with rare condi-
tions. In the last year, I have met with
Rhode Island advocates who have or
whose family member has a rare dis-
ease, like Fragile X, spinal muscular
atrophy, and CLOVES syndrome,
among many others. Treatments for
these rare conditions often do not exist
or are so early in the development
pipeline that it will take years for pa-
tients to benefit. Rather than simply
waiting for the products to come to
market, these families want to play a
role in educating others about the rare
disease that affects their loved one and
working toward a successful treat-
ment.

The EXPERT Act is intended to give
patients and experts a role in strength-
ening and expediting the FDA’s review
of new treatments for rare diseases.
The measure encourages the agency to
take advantage of the wisdom and in-
sights of rare disease experts in order
to speed the development of therapies
for patients suffering from rare dis-
eases. The bill also gives rare disease
patients and their advocates a role in
consulting with the FDA on topics like
the severity of the disease, unmet med-
ical needs, and the benefits and risks of
therapies to treat the disease.
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We have seen that when the FDA gets
the technical and scientific assistance
it needs from rare disease experts, in-
credible progress can be made. The
Cystic Fibrosis Foundation’s recent
work with Vertex Pharmaceuticals on
a treatment named Kalydeco, which
specifically targets the underlying
causes of the disease in some patients,
is a good example. As a result of close
consultation with the CF Foundation
and renowned experts, FDA approval
for this treatment was one of the fast-
est in the agency’s history.

Rhode Islanders are already bene-
fiting from Kalydeco. Sheri, a former
resident of Narragansett, was diag-
nosed with cystic fibrosis when she was
16 years old. This past year, Sheri was
surprised with the news that she is one
of the 4 percent of cystic fibrosis pa-
tients who can be treated by the newly
approved Kalydeco. For the past
months Sheri has been on Kalydeco
and says that she already feels the dif-
ference in her health, and, most impor-
tantly, it has given her hope to start
thinking about her future. Recently
engaged in February, Sheri shared, ‘I
can think about having children and
seeing them grow up . . . even living to
see my grandchildren!”’

I hope the EXPERT Act will lead to
more good stories for other Rhode Is-
land patients and families afflicted
with rare diseases. I have great admira-
tion for the determination and opti-
mism of the Rhode Islanders with rare
disease I have met over the years, and
I wanted to share a few more of those
stories here today.

I heard from Susan, a Providence
resident and mother of 3%-year-old
Phoebe. Susan describes her daughter
as a ‘‘bright, happy, and beautiful”’
child. When Phoebe was 5 months old,
Susan and her husband noticed that
their daughter did not reach for or look
at objects placed on the left side of her
body. After numerous tests and doc-
tor’s visits, Phoebe was finally diag-
nosed with developmental dyspraxia, a
motor-processing disorder. Because of
the rarity of their daughter’s condi-
tion, Susan and her husband found that
specialists ‘‘looked at us like we had
two heads when we told them what her
diagnosis was.”” Phoebe is reaching
milestones in her development and is
continuing to improve, but because so
little is known about dyspraxia, Susan
and her husband have encountered sev-
eral hurdles to getting Phoebe the
treatment and therapy she needs.
Susan said, “It breaks our hearts to
think that Phoebe is being held back
from reaching her full potential be-
cause of lack of awareness and edu-
cation about her disease.”

Dorrie, from Warwick, wrote to share
her family’s story with me. Her young-
est son was diagnosed with an ex-
tremely rare disorder called atypical
non-ketotic hyperglycinemia, or NKH,
when he was 4 years old. He is the only
child living in Rhode Island with this
disorder, which has no known cure or
treatment. However, doctors have
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found several products can be used off
label to improve their son’s speech and
alertness. Dorrie notes that ‘‘he has
progressed farther than we could ever
have hoped possible. He is not only
walking, but riding a two-wheel bicycle
and playing kickball with his peers.”
Because they are using products off
label, their private insurance will not
cover their costs, and so they are
forced to shoulder the burden of paying
for their son’s treatments out-of-pock-
et. This has caused anxiety and ex-
treme stress on their family. As her
son grows older, Dorrie is faced with
more uncertainty about his future and
says they are ‘‘living on eggshells’ as
he experiences increased and more se-
vere symptoms.

For these Rhode Islanders and others
like them, the challenge of having a
rare disease or having a family member
with a rare disease comes not just from
the symptoms of the disease but the
loneliness of having something that so
few people understand, let alone have.
The EXPERT Act is one step toward
empowering patients and their families
with an opportunity to participate in a
process that is critically important for
their future. I am pleased that the act
is supported by 64 national organiza-
tions, including the Rhode Island Rare
Disease Foundation. I again thank the
chairman and ranking member for in-
cluding this measure in this legislation
so that more families in Rhode Island
and around the country can receive the
same kind of good news that Sheri and
many other cystic fibrosis patients re-
ceived earlier this year.

Mr. WARNER. Mr. President, I rise
today to add my voice to the bipartisan
support for the Food and Drug Admin-
istration Safety and Innovation Act, S.
31817.

In addition to continuing the fee-
based funding system for timely FDA
reviews, S. 3187 also calls for strength-
ening early scientific dialogue and
transparency, promotion of innovation
through enhanced communications,
and modernization of regulatory
science.

These provisions, including enhanc-
ing dialog between the FDA and med-
ical device, pharmaceutical, generic
and biotechnology companies early in
their new product development cycle,
will facilitate a clearer understanding
of the specific criteria the FDA will re-
quire in its review process and provide
a succinct roadmap for successful prod-
uct approval.

The ultimate goal is to reduce mis-
understandings and expensive super-
fluous testing, with the hope of reduc-
ing the time and costs to bring new
medical technologies safely to patients
in need.

I want to commend the chairman of
the HELP committee, my friend Sen-
ator HARKIN, and the ranking member,
Senator ENzI, who worked to find bi-
partisan consensus on these provisions.

By creating a more user friendly and
accessible FDA, innovative U.S. com-
panies built on the principle of Amer-
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ican ingenuity, will be attracted and
encouraged to develop new medical de-
vices, technologies and pharma-
ceuticals.

With this new cooperation, together
we will extend the quality of life for
our citizens, reduce healthcare com-
plexities and costs, create new U.S.-
based jobs, and move this current na-
tional crisis to a financially manage-
able level for individuals, employers
and tax payers.

For example, in my State of Virginia,
medical and bioscience research and
development is vibrant in our academic
institutions and among our companies,
both large and small. The biopharma-
ceutical companies employ nearly
77,000 workers in Virginia, both di-
rectly and indirectly. In the bioscience
field alone employment has grown by
23 percent, compared to 6 percent total
growth statewide and 3.5 percent across
all sectors in the U.S.

We have a number of companies rush-
ing to develop and market new prod-
ucts and technologies that are focused
on improving healthcare delivery at a
lower cost premium—companies like
Engineered BioPharmaceuticals in
Danville, VA, who is focused on repo-
sitioning current and future pharma-
ceutical therapeutics to be more effec-
tive at lower doses, with longer shelf-
lives and better consumer compliance.

To help these companies, and encour-
age more innovation, I am glad to see
that the FDA has committed to being
more open with applicants about using
more appropriate data, but also com-
municating why certain data is not
able to be used. I look forward to work-
ing with stakeholders and the FDA in
monitoring this issue.

One of the most exciting innovations
in health care is related to mobile and
health IT markets. Estimates indicate
that the number of smartphone con-
sumers using medical apps will grow to
500 million by 2015.

How these innovations are regulated
matters a great deal. It is important to
balance market creativity, with pa-
tient safety issues and the intended use
of the medical software.

A number of agencies have jurisdic-
tion over pieces of mobile medical ap-
plications, including FDA, Office of Na-
tional Coordinator, ONC, and the Fed-
eral Communications Commission,
FCC,—to properly regulate health in-
formation technology as well as ad-
dress proper regulations of mobile med-
ical applications.

I am pleased that language has been
included in this bill which asks for the
Secretary to work across the different
agencies—the FDA, ONC, and FCC—to
come up with guidance that makes
sense. It also encourages an outside
stakeholder group to be consulted.

I would like to thank my colleagues
Senator BENNET, Senator BURR, HATCH
and COBURN for their leadership on this
as well.

I would also like to briefly acknowl-
edge language in the FDA bill regard-
ing the use of data from clinical trials
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conducted outside the United States.
As many in industry will tell you,
there are a number of countries around
the world that have comparable safety
standards as the U.S.

I have been interested in learning
more about the application of appro-
priate clinical data across borders. I
believe that if the FDA can do more to
establish comparability between its
guidelines for clinical trials and those
set by countries in the European
Union, for instance, we may be able to
reduce the need for duplicative work
and we may be able to get safe prod-
ucts to market sooner.

The FDA has committed to being
more open with applicants about using
this type of data. They have agreed to
provide applicants with more informa-
tion about why certain data is not ap-
propriate for use in the U.S. The FDA
will also report on regulatory science,
which will specifically indicate which
specific metrics can be used to deter-
mine comparability.

I am hopeful that there will soon be
measurable improvement on this issue,
and I look forward to working with in-
terested stakeholders and the FDA to
do more in this area in the future.

One final point I would like to make
is about something that is not directly
included in this bill, a new innova-
tion—biomarkers.

Preeclampsia is a disorder that af-
fects hundreds of thousands of preg-
nant women every year which
undiagnosed can put a woman at risk
for death and the fetus at risk of still-
birth.

Doctors currently use a mix of impre-
cise signs and symptoms to diagnose it
but oftentimes such signs and symp-
toms are wrong. However, researchers
have found a biomarker—a particular
biological process or sign—that can ac-
curately identify women with
preeclampsia that are at risk for preg-
nancy complications.

Unfortunately, tests for novel bio-
markers are taking 5 or more years to
get approved by the FDA, delaying pa-
tients from receiving the benefits of
more accurate diagnoses and treat-
ments.

I was pleased that a recent commit-
ment letter between FDA and industry
specifically mentions the FDA’s com-
mitment to work together with indus-
try to create a transitional IVD, or “T-
IVD” process for the development of
tests for novel biomarkers.

I look forward to seeing how this T-
IVD process develops in discussions be-
tween FDA and industry and am inter-
ested in progress towards its imple-
mentation which supports advances in
the sciences and promotes access to
these emerging diagnostics.

If reducing healthcare costs is a na-
tional priority, we need to act today. I
encourage my colleagues to pass S. 3187
and allow the FDA to work more close-
ly with the medical industry to safely
bring new technologies to the market-

place.
Let’s increase the quality of life of
our citizens, structurally reduce
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healthcare costs without increasing
risks to patients and stimulate the
growth of American ingenuity and
U.S.-based jobs.

Mr. HARKIN. Mr. President, we are
finished with business for today. We do
have some more amendments to be
called up and voted on tomorrow. I un-
derstand we are coming in—I do not
know exactly what time has been set
for the morning, but after the leaders’
time has been used, we will be back on
this bill.

Again, I remind Senators and their
staffs that we have until 2 p.m. for
their amendments to be brought up and
to be debated. The sooner we get to
those in the morning, the better off we
will be.

So as soon as the leader time is ex-
hausted tomorrow morning, we will be
back on our bill.

So, Mr. President, I suggest the ab-
sence of a quorum and ask unanimous
consent that the time in the quorum
call not be taken off our bill.

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

The clerk will call the roll.

The legislative clerk proceeded to
call the roll.

Mr. REID. 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.

———
MORNING BUSINESS

Mr. REID. Mr. President, I ask unan-
imous consent that the Senate proceed
to a period of morning business with
Senators allowed to speak therein for
up to 10 minutes each.

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

150TH ANNIVERSARY OF USDA

Mr. INOUYE. Mr. President, last
week we celebrated the 150th anniver-
sary of the United States Department
of Agriculture, also known as the
USDA. On May 15, 1862, President Abra-
ham Lincoln signed legislation to cre-
ate the USDA. Since this day, the
USDA has made major contributions to
agriculture that have benefited the
people of the United States.

Hawaii has a historic relationship
with the USDA that began during Ha-
waii’s territorial days. Our very own
University of Hawaii at Manoa campus
began as a land-grant college of agri-
culture and mechanic arts in 1907. John
Washington Gilmore, the first presi-
dent of the College of Hawaii, the pred-
ecessor of the University of Hawaii,
was the son of a farmer who was tasked
to build Hawaii’s first agricultural
school. During the past 100 years, the
University helped Hawaii diversify its
economy, sustain its environment, and
build stronger families and commu-
nities.

Hawaii faces unique challenges when
it comes to food security. Hawaii de-
pends on imported food for approxi-
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mately 85 percent of its food supply.
For the United States as a whole, im-
ports make up about 15 percent of total
food consumption. In addition, higher
energy-related transportation costs,
and rapidly escalating commodity
prices translate into very high food
costs for Hawaii consumers. Further, if
there is a shipping disruption of any
kind, it is estimated that Hawaii has a
4 to 7 day food supply.

The magnitude for Hawaii of this po-
tential and unprecedented food secu-
rity crisis has prompted a restruc-
turing of Hawaii’s agriculture, with a
move from large-scale plantation agri-
culture to smaller scale, more diversi-
fied agriculture, with an initial empha-
sis on import substitution. This proc-
ess has been occurring over the past 20
years with many large scale planta-
tions either closing or shifting to over-
seas locations. Our situation remains a
struggle. There is only one sugarcane
and one pineapple operation remaining
in the State. There are no dairies on
the Island of Oahu and the only two re-
maining in the State are on the Big Is-
land. There are no slaughter or meat
processing facilities on Oahu. A major
employer on the Island of Molokai is
gone and, with it, agricultural produc-
tion and water supplies for residents.
Finally, the only poultry operations re-
maining are four egg producers on
Oahu.

The rapid closures of these farming
and farm-related operations continues
to pose a serious challenge for our agri-
culture industry in Hawaii as these op-
erations were attempting a transition
to agriculture supportive of local con-
sumption through import substitution.
Accordingly, efforts to support those
remaining in agriculture to make the
transition to an agriculture supportive
of Hawaii food security is also critical
to the continued sustainability and vi-
ability of our agriculture industry in
the State of Hawaii.

The USDA plays a major role in pres-
ervation. The U.S. Forest Service, part
of the USDA, protects and manages our
Nation’s forests and grasslands. Ha-
waii’s rainforests contain numerous
plant species that are not found any-
where else in the world, and they are
part of a unique, delicate ecosystem
consisting of countless native Hawai-
ian animal species. The Forest Service
has helped protect the beauty of Ha-
waii’s rainforests by fighting invasive
species and destructive human prac-
tices.

The USDA hopes to protect the envi-
ronments of Hawaii and the rest of the
United States with the Animal and
Plant Health Inspection Service, also
known as APHIS. The mission of
APHIS is to protect our Nation’s agri-
culture and animal and plant resources
from diseases and pests. APHIS plays a
major role in the protection of Ha-
walii’s environment. Invasive species
such as fruit flies, coffee berry borers,
and Varroa mites have been dev-
astating to Hawaii’s agriculture and
fragile ecosystem. If Hawaii fails to
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stop potential invasive species includ-
ing the Brown Tree Snake, the results
will be catastrophic. Even though Ha-
waii may be small compared to the
continental United States, our islands
contain one the most diverse eco-
systems in the world. It is in our coun-
try’s interest to keep these protective
programs. APHIS also protects the
continental United States from poten-
tial destructive invasive species that
can wreak havoc on our Nation’s agri-
culture. Programs such as APHIS pro-
tect both Hawaii and the continental
United States and are vital for eco-
nomic and environmental security for
everyone.

In addition to preservation, the
USDA helps with innovation. The Agri-
cultural Research Service is respon-
sible for conducting basic, applied and
developmental research on: soil, water,
and air sciences; plant and animal pro-
ductivity; commodity conversion and
delivery; human nutrition; and the in-
tegration of agriculture systems.
Through research, development, and
other federal programs, the USDA has
helped farmers produce food efficiently
and sustainably. The United States is a
world leader in agricultural produc-
tion, and our agriculture research in-
frastructure continues to give our
country a competitive edge.

Agriculture has been, and remains,
an important pillar of the American
economy. The USDA touches all Amer-
icans and will continue to contribute
to our society far into the future. I
wish nothing but the best for the USDA
in the years to come.

———

HUMAN RIGHTS IN U.S. PRISONS

Mr. DURBIN. Mr. President, I rise to
speak about the human rights issue of
sexual assault in U.S. prisons, jails,
and detention centers—and the historic
release of our country’s first-ever na-
tional standards to eliminate prison
rape.

When the government takes people
into custody, and puts them behind
bars, their human rights become our
responsibility. And we are accountable
for the results. In studying this issue
for nearly a decade, we learned that
sexual assault in detention has become
an epidemic. It is occurring at the
hands of other inmates, and it is occur-
ring at the hands of prison officials
whose job it is to protect.

We learned that hundreds of thou-
sands of inmates are victims of sexual
assault every year. According to a Bu-
reau of Justice Statistics report re-
leased this month, approximately one
out of ten former state prisoners re-
ported incidents of sexual victimiza-
tion during their most recent stay be-
hind bars. Approximately a third of
former inmates reported other types of
sexual harassment or victimization.
Many say these are conservative esti-
mates of those brave enough to report.

It is also disturbing that ‘‘prison
rape’”’ has become an accepted part of
our culture. We hear people make light
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