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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.
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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?

May 23, 2012

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 othe