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The Senate met at 9:30 a.m. and was
called to order by the President pro
tempore [Mr. THURMOND].

PRAYER

The Chaplain, Dr. Lloyd John
Ogilvie, offered the following prayer:

Almighty God, our motto says, ‘“‘In
God we trust.” This morning our pray-
er is to put that motto into practice.
Each of us comes to this time of prayer
with his or her own set of personal
needs. You know these, Lord. We place
in Your strong hands whatever holds us
captive to anxiety or worry. There are
people in our lives for whom we are
deeply concerned. We trust You with
their care.

We pray for the peace of Jerusalem.
We pray for the families of the 7 people
who were killed in the bombing and
ask for Your special care for the 200
that are now convalescing because of
injuries in the bombing. O Lord, bless
that city with peace.

Thank You for freeing our minds so
we can work for Your glory today—
with inner calm and serenity.

Lord, You know the agenda before
the Senate is filled with crucial issues.
We commit them to You and ask for
Your guidance.

We pray that the trust we have in
You may give us greater trust in one
another. Make us trustworthy as we
seek Your best for our Nation. Free us
of defensiveness and suspicion of those
who may not share our party loyalties
or our particular persuasions. Bind us
together in the oneness of a shared
commitment to You, a passionate pa-
triotism, and the loyal dedication to
find Your solutions for the concerns
that confront and often divide us.

Bless the women and men of this
Senate as they place their ultimate
trust in You and are faithful to the
trust placed in them by the people.
Through our Lord and Saviour. Amen.

RECOGNITION OF THE ACTING
MAJORITY LEADER
The PRESIDENT pro tempore. The
able acting majority leader is recog-
nized.

Senate

SCHEDULE

Mr. JEFFORDS. Mr. President, for
the information of all Members, this
morning, the Senate will immediately
begin debate on the motion to proceed
to S. 830, the FDA reform bill, with the
time until 9:50 a.m. equally divided in
the usual form. As previously ordered,
a cloture vote on the motion to proceed
to the FDA bill will occur at 9:50 a.m.
Also by previous consent, if cloture is
invoked, the Senate will immediately
begin 8 hours of debate equally divided
between Senators JEFFORDS and KEN-
NEDY on the motion to proceed. In addi-
tion, there will be an additional 4 hours
of debate on the motion to proceed re-
maining on Monday. As a reminder to
all Members, there will be a cloture
vote on the motion to proceed to the
FDA reform bill at 9:50 a.m. today. |
thank my colleagues for their atten-
tion.

Mr. President, how much time do we
have?

FOOD AND DRUG ADMINISTRATION
MODERNIZATION AND ACCOUNT-
ABILITY ACT OF 1997—MOTION TO
PROCEED

The PRESIDING OFFICER (Mr.
COATS). Under the previous order, there
will be debate until 9:50 a.m., equally
divided, on S. 830. It will be a little bit
less than 12 minutes.

Mr. JEFFORDS. Mr.
yield myself 2 minutes.

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

Mr. JEFFORDS. Mr. President, | sa-
lute the majority leader for moving the
debate on the FDA modernization for-
ward. We should no longer needlessly
delay consideration of S. 830, the Food
and Drug Administration Moderniza-
tion and Accountability Act of 1997.

S. 830 represents months of biparti-
san effort to address serious short-
comings in the FDA'’s regulatory proce-
dures. Two hearings were held. The
measure passed the committee with a
strong bipartisan 14-to-4 vote, and
months of negotiations have ensued

President, |

with dozens of accommodations made
for Senator KENNEDY and the adminis-
tration.

For almost 20 years, Congress, the
General Accounting Office, and numer-
ous advisory commissions have exam-
ined, reviewed, and made recommenda-
tions to modernize the FDA.

During 1978 and 1979, Senator KEN-
NEDY championed legislation that
would have required FDA to do some of
the very same things we are requiring
of itin S. 830.

In 1982, the Commission on the Fed-
eral Drug Approval Process, convened
at the request of Representatives AL-
BERT GORE and James Scheuer, rec-
ommended simpler investigational new
drug requirements. The Commission
recognized that drug effectiveness
could be demonstrated by one study in
appropriate cases, and it urged greater
use of outside expert advice and im-
proved interactions with industry.

In 1989, the advisory committee on
the FDA, on which Dr. David Kessler
served, made a key recommendation. It
said:

. the agency should be guided by the
principle that expeditious approval of useful
and safe new products enhances the health of
the American people. Approving such prod-
ucts can be as important as preventing the
marketing of harmful or ineffective prod-
ucts.

In 1991, Vice President Quayle’s
Council on Competitiveness rec-
ommended that the FDA expand the
use of outside reviews and advisory
committees, interpret efficacy with a
more appropriate standard, and en-
hance internal agency management.

More recently, Vice President GORE
has used the President’s ‘“‘reinventing
Government’’ initiative to improve the
FDA product approval system and to
eliminate outmoded FDA regulations
for a variety of drugs, medical devices,
and food products.
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Last year, the committee on Labor
and Human Resources held four hear-
ings on reforming the FDA. The wit-
nesses testified about the same prob-
lems that have been described for 20
years, and they recommended many of
the same solutions that have been rec-
ommended for 20 years.

This year, the Labor Committee con-
tinued its effort to modernize the FDA.
The committee held two hearings in
early 1997. The first hearing was dedi-
cated to the FDA, and the second hear-
ing included representatives from pa-
tient and consumer coalitions and from
the food, drug, and medical devices sec-
tor regulated by the FDA. It is no easy
task that we ask FDA to perform.
Americans want the FDA to hold the
gate tightly shut against unsafe or in-
effective products while opening it
wide for the next generation of innova-
tion. Clear statutory guidance is need-
ed to assist the agency to find this deli-
cate balance and to bring our food and
drug laws and regulatory systems into
the next century. S. 830 contributes
significantly to reaching that balance.
The measure embodies the bipartisan
conclusions and recommendations
reached for the past 20 years for accom-
plishing this difficult task of balancing
risk and promise.

Mr. President, a few have charged
that this Congress is moving too fast.
They ask, “What’s the rush?”’ But they
have asked the wrong question. For the
past 20 years, every administration has
sought to make FDA better—to make
better, safe and more effective prod-
ucts more readily available. After al-
most 20 years, we must ask ourselves,
why delay further? Why continue to
delay reforms that have been studied,
reviewed, recommended, restudied, and
endorsed again and again for over 20
years? Clearly, the FDA should be mod-
ernized now.

The PRESIDING OFFICER. The
Chair informs the Senator from Ver-
mont, on his time, there are 4 minutes
24 seconds remaining.

Mr. JEFFORDS. Thank you. | yield
the floor.

Mr. KENNEDY addressed the Chair.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts.

Mr. KENNEDY. Mr. President, | have
how much time?

The PRESIDING OFFICER. Eight
minutes.

Mr. KENNEDY. | yield myself 6 min-
utes.

The PRESIDING OFFICER. The Sen-
ator is recognized for 6 minutes.

PRIVILEGE OF THE FLOOR

Mr. KENNEDY. Mr. President, | ask
unanimous consent that Diane Robert-
son be given the privilege of the floor
during the consideration of this legisla-
tion.

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

Mr. KENNEDY. Mr. President, first
of all, I congratulate my friend and col-
league, Senator JErFFORDS, for the at-
tention he has given to trying to bring
the FDA into the modern world and to
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trying to consider a wide variety of dif-
ferent recommendations and sugges-
tions and for working with the mem-
bers of our committee, both the Repub-
licans and Democrats.

This has been a trying process, but |
commend him—and | speak for all of
those on our side—for the diligence
with which he has approached this and
the knowledge he has demonstrated on
this particular range of issues.

We all understand, the American peo-
ple understand, that the principal re-
sponsibility of the FDA is to preserve
and protect the public health. This is
different from other agencies. There-
fore, any alteration or change in the
authority of the FDA and in consider-
ation that various aspects of the law
have to be balanced against what is in
the short-term, medium-term and long-
term interest of the public health of
the American people. The FDA is the
singular agency throughout the world
that has demonstrated that it under-
stands that particular commitment
and has done an extraordinary job.

Many of us have frustrations about
the FDA on particular products in our
State and about general kinds of proc-
ess and procedure. But no one can re-
view the history of the FDA and not
understand that today the FDA is the
principal instrument for approving new
drugs and new medical devices. This
legislation today is to try to extend
what we call the PDUFA, which is a
proposal that was enacted under the
leadership of Senator HATCH and my-
self a number of years ago, which pro-
vides user fees by the major drug com-
panies to make sure that we will have
the expertise to consider various drug
products more rapidly. There is an im-
portant need for the extension of that
particular proposal, and all of us want
to see it extended. I am a strong sup-
porter of extending it. There are many,
many features of this legislation which
I support.

But having said that, Mr. President,
we have to look at the remaining items
that need attention and, in particular,
one which is completely unacceptable
and enough to warrant and justify the
attention of the Members of the Senate
about whether we are prepared to move
ahead and consider this legislation,
with that particular provision in in,
that is now before the U.S. Senate. It is
a provision that was not a part of ei-
ther the initial proposal that was ad-
vanced last year by Senator Kasse-
baum or advanced this year by Senator
JEFFORDS. It concerns the whole ques-
tion of the preemption of the States
with regard to cosmetics and over-the-
counter medicines, but primarily on
the issue of cosmetics.

There are other important protection
items dealing with unsafe or ineffec-
tive medical devices, including provi-
sions that could undercut FDA’s abil-
ity to regulate cigarettes, and there is
a back-door assault on one of the most
important environmental protections.
We will have a chance to get into those
later in the course of the morning.
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I want to point out what this legisla-
tion is going to do with regard to cos-
metics, to all of the Members as we are
coming over here to consider a cloture
vote. We have to recognize and we will
have a chance later on in the morning
to point out the limitation of the Food
and Drug Administration in regulating
cosmetics. It has virtually no regu-
latory authority in this area.

The American people should take no
satisfaction in extent of the protec-
tions regarding the cosmetics they use
every single day because the Food and
Drug Administration does not have the
jurisdiction to determine what is in
those cosmetics, whether they are safe
and whether they are effective. Abso-
lutely none. There are only two mem-
bers of the FDA who are out there su-
pervising this issue—only two members
of the FDA—in terms of looking out
after the packaging and the labeling
provisions—two members.

The enforcement, in terms of protec-
tion of the public health on the issues
of cosmetics, are left to the States.
That is where the real regulatory au-
thority is today. And now, because of
the greed—and it is greed—of the cos-
metic industry and because of the suc-
cess of a referendum in California, they
want to preempt any kind of protec-
tions for the health and the safety en-
acted by the States with Federal legis-
lation that will effectively eliminate
for all time the possibility of the
States providing protection on health
and safety. That was put into this leg-
islation as an amendment. That
amendment has been objected to, not
just by the Senator from Massachu-
setts, but by all of the Governors of the
50 States.

I will submit the correspondence
from the National Governors’ Associa-
tion and from a principal Republican
Attorney General Dan Lundgren of the
State of California, a State that has
done more in terms of protecting the
American public as a result of the leg-
islation passed in California than any-
one else.

The last GAO study points out that
in the cosmetics used primarily by
women in this country every day, 125
ingredients are suspected of causing
cancer, 20 ingredients are suspected of
damaging the nervous system, 20 ingre-
dients are suspected of causing birth
defects. And the list goes on and on and
on.

And to put that into this legislation
without a single day of hearings—with-
out a single day of hearings; the last
hearings in the Senate of the United
States were in 1978—will amount to a
wholesale threat to the health of the
American consumer. Primarily the
women of this country do not deserve
the kind of vote for cloture in moving
ahead and effectively denying us the
opportunity for a full debate and dis-
cussion of the issues that this provi-
sion deserves. That is why | hope that
the vote on cloture is not successful.

The PRESIDING OFFICER. The time
of the Senator has expired.
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Mr. JEFFORDS. | yield 2 minutes to
the Senator from Connecticut, Senator
DopbD, and the remaining time after
that to Senator COATS.

Mr. DODD addressed the Chair.

The PRESIDING OFFICER. The Sen-
ator from Connecticut.

Mr. DODD. | thank my colleague
from Vermont.

Mr. President, | urge our colleagues
to vote to invoke cloture on this. But
let me say at the outset here | want to
commend our colleagues, and particu-
larly my colleague from Massachusetts
on this matter. He has labored for
many, many years on FDA legislation.
And he brings up an issue here regard-
ing the cosmetics issue which will cer-
tainly be the subject of debate and has
been the subject of debate in our com-
mittee over the last 2Y: years. In the
most recent round of markups—we
have been through a couple markups—
the bill has had pretty substantial bi-
partisan support coming out of the
committee. | think our vote was some-
thing like 14 to 4 in the last markup.

This is an important piece of legisla-
tion. September 30 is coming. We have
to reauthorize PDUFA. This is the first
time we have been able to deal with
FDA in a way that will not only guar-
antee that we will have a quicker re-
sponse on these applications, but also a
safe and efficient and effective re-
sponse for the consumers, the patient
groups of this country.

This is a very important piece of leg-
islation. | commend my colleague from
Vermont, the chairman of the commit-
tee, for his leadership on this. The
committee has worked very, very hard
on this, my colleague from Indiana and
others. We have had some very difficult
issues over the last 2Y; years to try to
reach compromise on and resolve them.
And we have, by and large, with the ex-
ception of this one issue which is a
great testament to the efforts of the
members of the committee and the
staffs that have worked on this.

But | think it is time now that we
bring the bill to the floor and try to
leave it up to the Members themselves
to resolve any outstanding issues that
we have or, hopefully, over the next
coming days, to achieve a compromise
so we can avoid a kind of battle here on
the floor over one or two remaining is-
sues.

Mr. President, | urge that we move
forward on this. We have done a good
job I think in the committee. It is not
uncommon for there to be an outstand-
ing issue. | urge the invoking of clo-
ture.

The PRESIDING OFFICER (Mr. JEF-
FORDS). The Senator’s time has ex-
pired.

The Senator from Indiana has 2 min-
utes 24 seconds.

Mr. COATS. | would like to yield
some of that time to the Senator from
Maryland, if she is interested in mak-
ing some comments. | have a limited
amount of time, but | would be happy
to yield a portion of it.

Ms. MIKULSKI. Thank you very
much.
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I wish to say to my colleagues, we
have worked very long and hard to
move FDA reform ahead, to make sure
that products, whether they be phar-
maceuticals, biologics, or cosmetics,
are available in a safe way to the
American people. There are policy dif-
ferences, but they should be decided on
the basis of debates and votes. We
should not hold up reform on the basis
of process.

Let us vote for cloture. Let us move
the bill forward. Let us resolve our dif-
ferences in the usual and customary
way. | ask my colleagues to join with
me to vote for cloture, and then move
forward in an adequate, robust and
well-amplified debate on the issues.

| thank the Senator from Indiana.

Mr. COATS. Mr. President, | would
like to add my support, in a bipartisan
way, to the remarks as stated by the
Senator from Connecticut and the Sen-
ator from Maryland and the efforts
that have been undertaken by the
chairman, Chairman JEFFORDS, and all
of us on the committee over the past
2Y> years to move this bill forward.

There has been extensive debate on
this in committee, 2% years’ worth.
There has been extensive hearings on
this. There has been extensive negotia-
tion, and there has been extensive com-
promise on the part of those of us who
are advocating FDA reform.

We have made concession after con-
cession after concession to Senator
KENNEDY and the administration and
to those who have opposed our efforts
in an attempt just to get the bill to the
floor. Every time we solved one issue, a
new one pops up that we had discussed
over and over and over and voted on in
committee, but it does not mean that
we should not move forward with the
process.

All we are asking for today is to
move this bill forward so that Senator
KENNEDY and others who have concerns
with it can raise their objections, can
debate it once again, can negotiate
some more. But to stop the bill from
going forward, to keep the drugs from
being approved, to keep funds from
going into FDA, to deny people the
benefits from FDA approval of drugs
and devices, simply because a Senator
has a problem with one portion of the
bill, 1 think certainly does not serve
this body well.

So | urge our colleagues to support
the effort to invoke cloture so that we
can move ahead with this.

Mrs. BOXER. Will the Senator yield?

Mr. COATS. | would be happy to.

The PRESIDING OFFICER. Time has
expired.

Senator KENNEDY has 1 minute.

Mr. KENNEDY. Mr. President, it is
not just one Senator. Let me read from
“The National Governors’ Association,
The National Conference of State Leg-
islatures.”

When the Senate Labor and Human Re-
sources Committee considered the Food and
Drug Administration Reform legislation . . .
the committee adopted an amendment pro-
posed by Senator Gregg that preempts state
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regulations, disclosure requirements, label-
ing, and warning requirements as they apply
to nonprescription drugs and cosmetics. The
National Conference of State Legislatures
and the National Governors’ Association,
vigorously oppose this provision and hope
that it will not be part of the bill when it is
reported by the Senate.

These are the Governors, the State
legislatures. The Secretary of Health
indicated that ‘“We and the administra-
tion all agree PDUFA is in the best in-
terest. However, as maintained in its
present form, with the outstanding is-
sues not addressed, we will be forced to
recommend to veto the legislation.”

We are talking about health and safe-
ty. And we will have a chance to de-
velop that in the postvote of this. But
this bill contains too many important
provisions with PDUFA and the medi-
cal devices and the drug provisions to
go forward. And | believe that it should
go forward, but not with this provision.

The PRESIDING OFFICER (Mr.
CoATS). Time has expired.

CLOTURE MOTION

The PRESIDING OFFICER. By unan-
imous consent, pursuant to rule XXIlI,
the Chair lays before the Senate the
pending cloture motion, which the
clerk will state.

The assistant legislative clerk read
as follows:

CLOTURE MOTION

We, the undersigned Senators, in accord-
ance with the provisions of rule XXII of the
Standing Rules of the Senate, do hereby
move to bring to a close debate on the mo-
tion to proceed to Calendar No. 105, S. 830,
the FDA reform bill:

Trent Lott, Jim Jeffords, Pat Roberts,
Kay Bailey Hutchison, Tim Hutchin-
son, Conrad Burns, Chuck Hagel, Jon
Kyl, Rod Grams, Pete Domenici, Ted
Stevens, Christopher S. Bond, Strom
Thurmond, Judd Gregg, Don Nickles,
Paul Coverdell.

The PRESIDING OFFICER. The
question is, Is it the sense of the Sen-
ate that debate on the motion to pro-
ceed to the consideration of S. 830, the
FDA Modernization and Accountability
Act, shall be brought to a close?

The yeas and nays are required under
the rule. The clerk will call the roll.

The assistant legislative clerk called
the roll.

Mr. NICKLES. | announce that the
Senator from Arizona [Mr. MCcCAIN],
the Senator from Alaska [Mr. MURKOW-
sKki], the Senator from Pennsylvania
[Mr. SANTORUM], and the Senator from
Wyoming [Mr. THOMAS] are necessarily
absent.

Ms. MIKULSKI. I announce that the
Senator from Kentucky [Mr. FORD] and
the Senator from Ohio [Mr. GLENN] are
necessarily absent.

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

The yeas and nays resulted—yeas 89,
nays 5, as follows:

[Rollcall Vote No. 220 Leg.]

YEAS—89
Abraham Baucus Bingaman
Allard Bennett Bond
Ashcroft Biden Boxer
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Breaux Gramm Mack
Brownback Grams McConnell
Bryan Grassley Mikulski
Bumpers Gregg Moseley-Braun
Burns Hagel Moynihan
Byrd Harkin Murray
Campbell Hatch Nickles
Chafee Helms Reid
Coats Hollings Robb
Cochran Hutchinson Roberts
Collins Hutchison Rockefeller
Conrad Inhofe Roth
Coverdell Inouye Sarbanes
Craig Jeffords Sessions
D’Amato Johnson Shelby
Daschle Kempthorne Smith (NH)
DeWine Kerrey Smith (OR)
Dodd Kerry Snowe
Domenici Kohl Specter
Dorgan Kyl Stevens
Enzi Landrieu Thompson
Faircloth Lautenberg Thurmond
Feingold Leahy Torricelli
Feinstein Levin Warner
Frist Lieberman Wellstone
Gorton Lott Wyden
Graham Lugar
NAYS—5

Akaka Durbin Reed
Cleland Kennedy

NOT VOTING—6
Ford McCain Santorum
Glenn Murkowski Thomas

The PRESIDING OFFICER. On this
vote, the yeas are 89, the nays are 5.

Three-fifths of the Senators duly cho-
sen and sworn having voted in the af-
firmative, the motion is agreed to.

Mr. JEFFORDS. Mr. President, |
want to most sincerely thank my col-
leagues for the tremendous vote to
move forward on FDA reform. This is
most rewarding. All of the proponents
and supporters are pleased to know
that we can go forward at this time.

This is a tribute to a lot of hard work
and compromise from a lot of Members
on both sides of the aisle and both sides
of the issue. The vote represents the
best of bipartisanship from Senators
who support it, and even from oppo-
nents and the administration. Today is
just the first step, but it could hardly
be a better one. We will need to debate
this bill, consider amendments to it
and, no doubt, improve it. | believe
that there are still changes that can be
made to accommodate the concerns
that have been expressed here by the
opponents. 1 know we can find solu-
tions to those.

We will need to debate this bill, con-
sider amendments and, as | say, no
doubt, improve it. But | hope by this
time next week, the Senate will have
given its resounding support to this
bill. It is too important to the Amer-
ican people to let it languish. It is too
important for us not to move it out as
quickly as possible.

Mr. President, | yield the floor.

Mr. KENNEDY addressed the Chair.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts.

Mr. KENNEDY. Mr. President, | un-
derstand we have a time agreement,
am | correct? Would the Chair be kind
enough to state it?

The PRESIDING OFFICER. The
agreement is: Under a previous order,
there will be 8 hours of debate, equally
divided between the Senator from Ver-
mont [Mr. JEFFORDS] and the Senator
from Massachusetts [Mr. KENNEDY].
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Mr. KENNEDY. | thank the Chair.
The legislation we are debating today
includes many positive elements. It re-
authorizes the important prescription
drug user fee program, one of the most
effective regulatory reforms ever en-
acted. It includes a number of other
provisions that will significantly im-
prove and streamline the regulation of
prescription drugs, biologic products,
and medical devices. And | am pleased
that through a long process of negotia-
tion, both prior to and subsequent to
the markup of the legislation, many
provisions that seriously threaten pub-
lic health and safety were dropped or
compromised. But a bill that includes
the damaging provisions that remain
in this bill, should not become law.

I have received a letter this morning
from the Administration announcing
their opposition to these provisions
and their judgment that the bill should
be vetoed if they are not eliminated. It
would be the height of folly for the
Senate to doom this important legisla-
tion to failure by taking it up before
the provisions that merit a veto are re-
moved or changed.

The provisions that make this bill
unworthy of passage by the Senate in-
clude: The preemption of State regula-
tion of cosmetics and over-the-counter
medicines; the elimination of two im-
portant protections against unsafe or
ineffective medical devices, including a
provision that could undercut FDA’s
ability to regulate cigarettes, and a
backdoor assault on one of the most
important environmental protections.
The most egregious and unjustified
provision in this bill would effectively
preempt the State regulation of over-
the-counter drugs and cosmetics. These
provisions were not included in the
chairman’s original mark. They were
not the subject of significant hearings.
They have no place in a bill whose pri-
mary purpose is to reauthorize the Pre-
scription Drug User Act.

If this bill were serious about dealing
with issues of over-the-counter drug
and cosmetic regulation, it would un-
dertake a serious reform of the whole
regulatory structure to assure that
consumers are adequately protected
and not include a single provision de-
signed to protect the profits of wealthy
companies at the expense of the health
of consumers. Preemption of cosmetic
regulation is fundamentally out-
rageous and shows a callous disregard
for the health of American women, es-
pecially those who are pregnant. It
shows a callous disregard for the likeli-
hood of birth defects in newborn ba-
bies. Cosmetics are used far more
broadly than most prescription drugs,
medical devices, and biologic products.

Whether the issue is hair spray, or
shampoo, or lipstick, or baby powder,
or suntan lotion, or soap, or tooth-
paste, Americans assume that the
products they use are safe. But this
confidence is too often unjustified be-
cause Federal oversight of this $20 bil-
lion industry today is extremely lim-
ited. The basic law regulating cosmet-
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ics has not been updated since 1938. The
FDA has less than 30 employees over-
seeing this huge industry. Only two
deal with packaging and labeling.

The legislation, Mr. President, the
food and drug and related law, has 126
pages dealing with drugs and devices.
It has 55 pages for foods. It has 1%
pages of Federal law dealing with cos-
metics. It basically does not deal with
regulating the cosmetics of this Na-
tion.

The FDA has no authority to require
manufacturers of cosmetics to register
their plans or products. The FDA has
no authority to require manufacturers
to register their plans or products. It
cannot require manufacturers to file
data on the ingredients of their prod-
ucts. So there is no information with
regard to the ingredients of their prod-
ucts. That is completely different, ob-
viously, from the complex and vigorous
review schedules which are places for
pharmaceuticals and for medical de-
vices. The FDA cannot require the
manufacturers of cosmetics to file data
on the ingredients in their products. It
cannot compel manufacturers to file
reports on cosmetics-related injuries.
It cannot require their products be
tested for safety, nor can it require
that the results of safety testing be
made available to the agency. It has no
power, as it does with prescription
drugs and medical devices, to require
that the tests be done or that they
gather information as a result of tests.
It has no oversight authority in terms
of making sure there are safe manufac-
tured products. None of that currently
exists with regard to cosmetics. The
FDA does not have the right of access
to manufacturers’ records, and it can-
not require recall of a product. The
FDA is virtually outside the loop with
regard to giving assurances to the
American people about the health and
safety of their products. This is unlike
prescription drugs, it is unlike over-
the-counter drugs, it is unlike medical
devices. The FDA is outside the loop.

A study by the respected, non-
partisan General Accounting Office re-
ported that more than 125 ingredients
available for use in cosmetics are sus-
pected of causing cancer. Twenty cos-
metic ingredients may cause adverse
effects on the nervous system, includ-
ing headaches, drowsiness, and convul-
sions. Twenty cosmetic ingredients are
suspected of causing birth defects. The
GAO concluded that cosmetics are
being marketed in the United States
that may pose a serious hazard to the
public. That is the GAO. They con-
cluded that cosmetics are being mar-
keted in the United States that may
pose a serious hazard to the public.

The legislation that is before us is
saying that the States should not be
able to do anything about it. This is
the primary issue in terms of the
health the American people—may we
have order, Mr. President?

The PRESIDING OFFICER. The Sen-
ate will come to order. Senators will
cease audible conversation. Would the
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Senators to the Chair’s left cease con-
versation.

The Senator from Massachusetts.

Mr. KENNEDY. The cosmetic indus-
try wants the public to believe that no
effective regulation is necessary at ei-
ther the State or Federal level. They
are the masters of the slick ad and ex-
pensive public relations campaign. But
all the glamorous pictures of the world
cannot obscure the basic facts. This is
an industry that is underregulated and,
too often, hazardous.

A mother of a beautiful 6-year-old
girl in Oakland, CA, found this out
when she used a hair product on her
child that resulted in second-degree
burns on her ears and neck. A 59-year-
old California woman almost died from
an allergic reaction to hair dye. A 47-
year-old woman had her cornea de-
stroyed by a mascara wand. In another
tragic case, a woman'’s hair caught fire
as a result of an inflammable hair
treatment gel. She lost her hair and
was severely scarred. Beauty parlor
employees are particularly vulnerable
to asthma and other diseases that re-
sult from exposure to chemicals in the
products that they use.

In fact, for every 1 million cosmetic
products purchased, there are more
than 200 visits to the doctor to treat
cosmetic-caused illnesses. In 1987, a
study for the Consumer Product Safety
Commission found that, in 1 year
alone, cosmetic products resulted in
47,000 emergency room visits. These se-
vere reactions are only the tip of the
iceberg. As the GAO study points out,
available estimates of cosmetic-related
injuries do not accurately reflect the
extent to which consumers are exposed
to toxic cosmetic products and ingredi-
ents. Because symptoms of chronic
toxic effects may not occur until
months or years after exposure. The in-
jury estimates generally account for
only the acute toxic effects—the ef-
fects that are seen right away. It is a
fact that many of the ingredients, ac-
cording to the GAO, included in many
products are toxic in nature, maybe
carcinogens, that take time to work
their way through the body system and
only later reflect themselves in inci-
dence of cancer, or assaults on the
nervous system, or birth defects long
after they are used.

In the face of limited Federal author-
ity to protect the public against these
hazards, and the even more limited re-
sources devoted to preventing them,
you would think that the Congress
would want to encourage the States to
fill the regulatory vacuum. Since the
Federal Government is not doing it,
you would think we would want the
States to make sure that they are pro-
tecting their consumers.

That is logical. We are talking about
a health and safety issue. We are not
talking about the economic regula-
tions. We are talking about health and
safety issues. If we are not going to
have a responsibility in doing it, you
would think we would want the States
to move ahead and at least ensure the
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protections. But not in this legislation.
Effectively we are preempting the
States—telling the States they can’t
do it. We are not doing it, and we are
not going to permit the States to do it
either, ever.

That is the effect of the provisions
that have been included and added on
to the bill in Committee—not in the
initial proposal offered by Senator
Kassebaum, not in the initial proposal
offered by Senator JEFFORDS. It was
one of the last of the amendments that
were considered. There have been no
hearings on this issue since 1978, 1988 in
the House of Representatives. Still we
have moved ahead, basically at the
whim of the cosmetic industry, a $20
billion industry. This bill entirely bars
the States from regulating packaging
and labeling and places severe limits
on the States’ ability to establish
other forms of regulation.

Mr. President, just listen to this lan-
guage on the scope of the preemption
provision on the packaging or labeling
of a cosmetic: “* * * shall be deemed
to include any requirement relating to
public information, or any other form
of public communication relating to
the safety or effectiveness of a drug or
cosmetic.”

There it is, clear as can be; no more
information for the people of Califor-
nia, no more information for the people
in the Midwest or the East. This is
what it says. ““This preemption shall be
deemed to include any requirement re-
lating to public information, or any
other form of public communication
relating to the safety or effectiveness
of a drug or cosmetic.”’

We don’t do it at the Federal level,
and we are denying the States the op-
portunity. What is the cosmetic indus-
try so afraid of that they are preclud-
ing any public information or any
other form of public communication
relating to safety? What are they so
frightened about? Is the almighty dol-
lar worth that much when you are
talking about carcinogens and toxic
substances?

There it is, Mr. President, as clear as
can be. The language, no warning la-
bels, no information that a product
contains carcinogens or can cause se-
vere allergic reactions; no ‘“‘keep out of
the reach of children” labels; no notifi-
cation that a product has been recalled
because it is dangerous or adulterated;
no expiration dates. Mexico requires
expiration dates. The European Union
has expiration dates. Sri Lanka has ex-
piration dates. But no way—particu-
larly in products such as mascara that
can deteriorate and adulterate and
cause serious threats to people’s eyes—
no expiration dates. The materials
have been held in terms of the danger
of mascara over a period of time with-
out endanger rates or warnings to the
public that use mascara; no preemp-
tion, right here in this legislation.

We are talking about health and safe-
ty. That is why we voted on this meas-
ure—health and safety issues.

We have already spent more time on
this issue now this morning than we
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spent in the committee in its discus-
sion. No ‘“‘keep out of the reach of chil-
dren” labels; no notification that a
product has been recalled because it is
dangerous or adulterated; no notifica-
tion. The cosmetic industry seems to
believe that for purchases of their
products ignorance is bliss. In fact,
what you don’t know today can se-
verely injury you, or even Kill you.

Some States are already taking an
active role in protecting consumers.
Many more may do so in the future.
But not if this bill becomes law. Min-
nesota has passed a hazardous product
labeling bill requiring a warning on all
products that are ignitable, corrosive,
reactive, or toxic. You would think
that all consumers should be entitled
to that kind of information about prod-
ucts which they put on their faces or
spray on their hair or wash their bodies
with. But the cosmetic industry dis-
agrees.

California requires notification if a
product contains carcinogens or repro-
ductive toxins that cause birth defects.
You would think every consumer
should be entitled to that information.
Not after you pass this provision. When
you take the time later in this debate
to go through each of these and show
the medical information, the study, the
research which supports that finding,
there are products that contain car-
cinogens and reproductive toxins. The
studies have been done by some of the
great research institutions in this
country, but the data from their stud-
ies, warnings to expectant mothers, or
to others who are going to use that
product cannot be communicated to
the American public by the States.

That authority will be gone. You can
do all the research you want, find ev-
erything you want, but that authority
will be gone. It is out. You would think
that the consumer should be entitled
to that information.

We had support for nutritional label-
ing around here for consumers to have
information. It is one of our most im-
portant achievements, that people have
some idea of the nutritional content of
their diets, their fiber, and the various
nutritional elements included in those.
People want to know. That is enor-
mously important in terms of the gen-
eral health and dietary needs of the
American people. But here we are talk-
ing about carcinogens. We are talking
about toxic substances. We have the in-
formation that is being made available
to the public on the one hand. But
when it comes back to items that are
going to endanger the health and safe-
ty, we are saying, no way—no at the
Federal level and no at the State level.

Texas is investigating hormone
creams that may affect the reproduc-
tive health of young women. You would
think the States should be encouraged
to take this kind of action. But this
law prohibits it.

New York requires expiration dates
on cosmetics because products can
break down and be subject to bacterial
contamination after a certain time pe-
riod.
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Most of you would think that this is
basic information that every consumer
should have. But not the cosmetics in-
dustry. If you want to try to say, OK;
we had a preemption of various States’
activities with regard to food and nu-
trition, yes. We did. We worked that
process out. It was worked out with the
various interests of the American
consumer, and it is protected. If you
want to go back and see where you
want to have a national program in
terms of preemption in terms of these
dangers, you are going to talk about a
completely different regulation. But
that isn’t recommended. That isn’t
suggested. That isn’t talked about.
That isn’t being considered here. No.
All it is saying is you are not doing it
here at the Federal level. Legislation
under the Food and Drug Act doesn’t
permit you to do it, right in that page
and a half. It shows that they don’t
have the authority to do it. And we are
not going to permit you to do it at the
State level.

Mr. President, this provision of the
bill is an example of what | consider to
be the worst kind of sweetheart deal
for special interests at the expense of
the public interest. It is intolerable
that it should be included in a bill that
purports to be the Food and Drug Ad-
ministration Modernization and Ac-
countability Act. We are supposed to
be out here modernizing the FDA, on
the one hand, balancing the very im-
portant public health interests and
also trying to consider the legitimate
interest of the patient and the consum-
ers using medical devices and new
pharmacy products. That is a balance.
It is a difficult and a complex one. You
want to bring on line the new kinds of
innovative products. But you don’t
want to do it if it poses a threat to pub-
lic safety. That is a balance. And we
have differences about the time, the
process, and the procedure. Those are
legitimate public health debates and
discussions.

But not with regard to cosmetics.

So we have worked through the
whole area with regard to pharma-
ceuticals and with regard to devices.
There are two items which | think are
of major importance that still need to
be addressed. We have made very sig-
nificant and important progress on the
matters that are enormously impor-
tant to the health and the safety of the
American public.

And because that train is going down
the track, here comes an old industry,
the cosmetic industry, to hook this
sweetheart deal right on it; hook right
on it.

I hope we are not going to hear from
other Members that we now need to
have hearings now on various other is-
sues after what we have seen on the
cosmetics. | hope we are not going to
have those issues. | heard the other day
that we need more study in terms of
the testing of children. We need more
hearings on all of this. We have had ex-
tensive hearings over in the House and
some hearings over here. But we need
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many more days of hearings before we
jump into this at this direction—when
you are talking about health and safe-
ty. And that has effectively never been
done.

Another unacceptable part of this
bill, Mr. President, contains the two
provisions dealing with the safety of
medical devices, which | will come to
in just a few moments.

I see a friend and colleague, the Sen-
ator from Rhode Island, here on the
floor. 1 would be glad to yield to him
whatever time he might take.

The PRESIDING OFFICER. The Sen-
ator from Rhode Island is recognized.

Mr. REED. Thank you, Mr. Presi-
dent. | thank the Senator from Massa-
chusetts for yielding.

Mr. President, over the past several
months, we on the Labor Committee
have been working diligently and effec-
tively to try to create a Food and Drug
Administration reform bill—a bill that
truly balances the need for techno-
logical innovations and flexibility but
that doesn’t upset the fundamental ob-
ligations of the Food and Drug Admin-
istration to protect the public’s health
and safety. And we have made progress.

We have to recognize that the pur-
pose of this bill fundamentally is the
reauthorization of the Prescription
Drug User Fee Act. That is the critical
dimension that we are faced with. With
the expiration of that authority at the
end of this month or the beginning of
the next fiscal year, we would lose a
very valuable program, a program that
has generally provided great success in
speeding up approval, of ensuring that
drugs are brought to the marketplace
in a much more efficient and effective
way. Linking the authorization of the
Prescription Drug User Fee Act to the
controversial FDA reform proposals
may threaten many of the benefits of
PDUFA—the acronym for the Prescrip-
tion Drug User Fee Act. | hope that
will not be the case. | hope we can
work out some of these details and
reach a suitable conclusion.

Much of the credit is due to the lead-
ership of both Senator JEFFORDS and
Senator KENNEDY. They have been
working diligently to arrive at a legis-
lative proposal that would balance the
need for a rapid and effective regu-
latory response to the approval of med-
ical drugs and devices but also fun-
damentally protect the public health.
Frankly, | suggest that this is the mo-
tivation for our debate today.

The critical issue has to be, must be,
and should be the protection of the
public health and safety. That is why
we have a Food and Drug Administra-
tion. That is why we maintain a
strong, vigilant Food and Drug Admin-
istration.

We have agreement, | believe, that
PDUFA is working, and that we can
move forward with PDUFA. The indus-
try is, indeed, thrilled by it. It works
well. They pay fees dedicated to the ex-
amination and review of proposed
drugs and devices. These resources
have enabled the FDA to speed up the
process.
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In terms of the FDA process, PDUFA
has done a great deal. The bill that we
are considering on the floor today in-
cludes a reauthorization of PDUFA,
and represents many improvements in
the original bill that we started with,
and, indeed, even the bill that emerged
from the committee. But there are still
critical issues that have to be ad-
dressed in terms of protection of the
public health and safety. They are
complicated issues. They are issues
that require careful review and delib-
eration.

One of the disappointing aspects of
this process is that the final version of
this bill was just released publicly
Wednesday, the same time the cloture
motion was filed. Again, in the spirit of
careful, thorough, thoughtful review,
this does not provide the best oppor-
tunity to review all the nuances of this
legislation.

So that is why | believe the effort
today, led by Senator KENNEDY, is a
very important one. It allows this body
to more carefully, more intelligently
and more thoroughly review provisions
that will affect the lives of untold
Americans. | daresay that the Food
and Drug Administration reaches the
lives of every American, probably more
so than any regulatory agency in this
country.

All the prescription drugs on the
shelves, all of the medical devices that
are used—all of them, the food addi-
tives, all of these things—are influ-
enced by FDA action. We have to be
very careful, very thoughtful and, I be-
lieve, methodical. So today’s debate—
and again | commend Senator KENNEDY
for ensuring that we do have a thor-
ough debate—is vitally important to
that goal.

I mentioned that we have made
progress on this bill, but | should say
there are also areas that need improve-
ment—desperately need improvement.
There is one in particular | would like
to speak to for a moment, and that is
the issue of medical device labeling.

This bill contains a medical device
provision which potentially opens up a
serious public health loophole. Section
404 of this bill would prevent the Food
and Drug Administration, before clear-
ing a device for the market, from ex-
amining whether a device will be used
for an unlabeled use before clearing it
for use in the market. This provision
could allow the gaming of the FDA
process where companies could attempt
to escape a requirement of providing
essential safety and effectiveness data
by adopting a very narrow use for the
device.

For example, under this bill, a com-
pany could get approval for a biopsy
needle from the FDA, even though it
may be used in practice—and, indeed,
this would be something that the com-
pany might have knowledge of—for an
entirely different purpose, such as for
tumor removal. Yet, the company
could avoid submitting to the FDA any
safety or effectiveness data on this de-
vice for tumor removal because FDA



September 5, 1997

would be prohibited by law from asking
for that data. In other words, the FDA
would be prohibited from looking be-
hind the limited proposed use of the de-
vice.

Another example is a company which
receives approval of a general surgical
laser, even though the laser is clearly
designed for prostate surgery. The pub-
lic health of the American people is de-
pendent upon a thorough and complete
review of such devices, and yet, section
404 would essentially put blindfolds on
the agency. They very well might know
from general literature, the company
might very well know from its sales
force who, when they present this prod-
uct, hear medical professionals saying,
“This is great, but I’ll use it for some-
thing else,”” and yet the FDA would not
be able to require data on this likely
use. This provision would prevent the
FDA from providing for the safety and
effectiveness of medical devices.

The issue of allowing FDA to look be-
yond the conditions of use on the label
and evaluating the use of a device is
somewhat of a gray area. Certainly, ad-
vances in technology, new uses by the
medical profession of devices should
not be inhibited, but we also do not
want to compromise the ability of the
FDA to protect the public health. That
is the great balance we must strike in
this legislation: allowing for techno-
logical flexibility, regulatory effi-
ciency, but not compromising the pub-
lic health of the American people. It is
a balance that we are edging close to.

We have made progress since the
adoption of this bill at the committee
level, but more progress can and should
be made. We are committed to making
such progress. We are committed, |
think, to coming up with final legisla-
tion that will reflect both the need for
technological efficiency and innova-
tion, but also protecting the public
health of the American people.

| hope we can do that. | know that we
desperately want, all of us, to reau-
thorize PDUFA so that we can con-
tinue that outstanding record of regu-
latory efficiency and approvals that
have been generated by PDUFA. But, |
don’t think any of us want to create a
situation where months from now or
years from now we are confronted with
public health problems because we
acted hastily or we acted without the
thoughtful, careful review that is nec-
essary to develop legislation that pro-
tects the public health and provides for
all of the new innovations that are fast
becoming part of our medical market-
place.

Again, 1 commend Senator KENNEDY
for his unflinching efforts to ensure
that these concerns are fully addressed.
I also thank and commend the chair-
man of the committee who has worked
diligently, sincerely and doggedly over
these last several months to try to
bring together opposing views on the
committee. | believe we are close but
not quite there yet. | believe in the
days ahead, we can, in fact, reach a po-
sition of which we will all be very, very
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proud. At this time, | am prepared to
yield back to the senior Senator from
Massachusetts.

Mr. KENNEDY. | thank the Senator
very much for identifying not only this
issue on cosmetics, but also the issue
of the medical devices proposal. That is
an extremely important measure. Obvi-
ously, if there is advertisement and an
intention for a certain kind of purpose
and technologically it is suitable for
that purpose, it meets the health and
safety standards to be used for other
kinds of purposes, that raises some
very, very important questions.

The particular example that the Sen-
ator gave with regard to the biopsy
needle is a current one. We understand
it might be a suitable device in getting
a biopsy in terms of cancer, but there
are those actually using it to extract
certain kinds of tumors. Whether it
does that or not—and people assume it
is going to be effective in doing that
because it is used for other purposes
—this is something that the device has
not been tested for or intended. | think
they there are very important health
issues that are related and can be ad-
dressed. There are ways of trying to ad-
dress those particular issues. We have
tried to do this, and we still have im-
portant health and safety issues which
I think are unresolved.

Mr. REED. If the Senator will yield
for response, one of my fears is that
not only would this situation result in
perhaps not giving the FDA data on
uses that the companies are aware of in
the marketplace, but it might provide
a subtle incentive in marketing these
devices to encourage uses that are not
authorized by the FDA and certainly
not to be attentive to those types of
uses and report back to regulatory au-
thorities.

Again, when we think about this leg-
islation, we have to think about also
that there are a complex set of incen-
tives and disincentives for the best pos-
sible behavior by pharmaceutical and
device companies. | don’t think any of
us would like to unwittingly create a
situation in which devices approved for
one use are cavalierly marketed by
companies for other uses and are mere-
ly winked at when they do not fall
within the category of the approval. So
that is another important issue.

There is another aspect of this which
I would like to raise with Senator KEN-
NEDY, and that is, | understand that
Secretary Shalala has communicated
concerns about this issue. | understand
that she is concerned about this and
her concern may be of such a level that
it could suggest that she recommend to
the President a veto of this legislation.
A veto would be, | think, particularly
unfortunate since we have worked so
hard, we have made so much progress,
and we have reached a point where we
are very close to legislation which
could virtually pass with unanimity in
this body. It would be unfortunate that
this type of provision of the bill would
disrupt that process. | wonder if that is
correct.
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Mr. KENNEDY. The Senator is quite
correct. In the Secretary’s letter, she
mentioned several items. | ask unani-
mous consent that the letter be printed
in the RECORD.

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

THE SECRETARY OF HEALTH
AND HUMAN SERVICES,
Washington, DC, September 5, 1997.
Hon. JAMES M. JEFFORDS,
Chairman, Committee on Labor and Human Re-
sources, U.S. Senate, Washington, DC.

DEAR MR. CHAIRMAN: | am writing to reit-
erate the Administration’s commitment to
continue working with you to accomplish
the timely reauthorization of the Prescrip-
tion Drug User Fee Act (PDUFA) of 1992 and
the passage of constructive bipartisan Food
and Drug Administration (FDA) reforms. 1|
very much appreciate your leadership and
hard work on the important issues that are
raised by the FDA legislation and the spirit
of cooperation and accommodation that re-
sulted in agreement on so many of the provi-
sions in the Food and Drug Administration
Accountability Act of 1997, S. 830. However,
we are concerned that a timely reauthoriza-
tion of PDUFA is in jeopardy.

Mr. Chairman, since S. 830 was reported
out of Committee in June, we have come a
long way and have reached agreement on
what appeared to be the most difficult issues
in the bill, including the dissemination of in-
formation by drug and device manufacturers,
the effectiveness standard for drugs and bio-
logics, the regulation of health economic
claims, and the regulation of drugs made
through pharmacy compounding. Unfortu-
nately, we continue to have serious concerns
about a number of issues that remain unre-
solved. We think that most of these issues
can be worked out, but there are four issues
that have the potential for jeopardizing our
mutual goal of timely reauthorization of
PDUFA and passage of constructive, biparti-
san FDA reform.

The first of these issues is preemption of
the state regulation of over-the-counter
drugs and cosmetics. The Administration has
serious concerns about far-reaching preemp-
tion—particularly in the absence of a strong
federal program. The second issue relates to
what FDA may consider in making substan-
tial equivalence determinations for newly
marketed devices. For example, the bill re-
quires the Agency to review the intended use
of a new device based on the manufacturer’s
proposed labeling—even if the device’s tech-
nology clearly indicates that the device will
be used for a use not included in the labeling.
Third, the bill seriously undermines what
was sought to be accomplished by the Na-
tional Environmental Policy Act by vir-
tually eliminating the requirement that
FDA disclose the environmental impact of
new products that it approves. The Adminis-
tration recently took significant steps to de-
crease the burdens that were associated with
conducting environmental assessments for
FDA-approved products. We can think of no
reason to jeopardize the environment by
eliminating a review that is not costly to in-
dustry. Fourth, the PDUFA trigger as cur-
rently proposed in the bill would undercut
the bipartisan budget agreement by denying
FDA access to user fees at expenditure levels
consistent with the Balanced Budget Agree-
ment and would interfere with my ability to
allocate resources appropriately throughout
the Department. Finally, with respect to the
pediatric labeling issue, we want to work
with the Congress to assure that any provi-
sions in the final bill complement the recent
FDA actions and reach our mutual goal of ef-
fectively protecting our nation’s children
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and providing needed information to health
professionals who treat them.

Mr. Chairman, we in the Administration
all agree that reauthorization of PDUFA is
in the best interest of the American public.
We believe that we are close to reaching con-
sensus on a bipartisan bill that includes this
essential reauthorization. However, if the
bill were maintained in its present form, and
the outstanding issues were not addressed, |
would be forced to recommend to the Presi-
dent that he veto this legislation.

The Office of Management and Budget ad-
vises that there is no objection to the pres-
entation of this report, and that enactment
of S. 830 would not be in accord with the
President’s program.

Sincerely,
DONNA E. SHALALA.

Mr. KENNEDY. Mr. President, the
letter says:

The second issue relates to what FDA may
consider in making substantial equivalence
determinations for newly marketed devices.
For example, the bill requires the agency to
review the intended use of a new device
based on the manufacturer’s proposed label-
ing, even if the device’s technology clearly
indicates the device will be used for a use not
included in the labeling.

So | think the point the Senator
makes where they get approval for a
particular purpose, it might be easier
to get it for one purpose but with the
clear intention of marketing for an-
other purpose in which there has not
been testing, and that can produce a
hazard to the individual.

We have seen, for example, in some of
the laser technologies that they have
been approved for certain kinds of cut-
ting procedures, and then they have
been in certain instances adopted, for
example, for prostate cancer, where
they have not been tested and have not
been effectively cleared and pose some
very important health hazards.

So this is something that is very im-
portant, as we are moving through in-
novation, because we want to make
sure we get those innovations. We want
to make sure that the products are
tested and have full information and
disclosure.

| thought we worked out language to
try and deal with that. It is an impor-
tant health issue, and | appreciate the
Senator’s focus and attention on it. It
is a matter of sufficient importance in
terms of public health that we would
have this identified by the Secretary as
being one of the two or three items
that the Secretary has identified would
pose sufficient health hazard as to indi-
cate a recommendation for a veto.

Mr. REED. If the Senator will yield
again, | concur with his analysis, with
the danger, and also with the fact this
has risen to the level of the Secretary
of Health and Human Services as a sig-
nificant an obstacle to passage or ac-
ceptance by the President. Again, |
don’t think any of us are suggesting
that pharmaceutical and device manu-
facturers are going to—some may, but
I hope not—deliberately try to bait and
switch. But the market is evolving so
much and there is so much innovation
that if the FDA can’t, by reviewing the
literature, make an estimate of what a
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device might be used for and ask for
data on that likely use, then I think we
are really constraining FDA—as | said
before, putting blinders on the FDA.

That, | think, would be a mistake in
policy. And | also feel, based upon my
sense of the progress we have made to
date, that this is not an unsolvable
issue. This issue is one that there is
compromise language, with which we
can both provide for innovation, we can
provide for marketing, we can avoid
cumbersome demands by the FDA. But
we can still give the FDA the authority
to say, ‘“‘Listen, you are marketing this
device for a very specific use, but we
are aware that it would likely be used
two or three others ways. How does
this device work in those contexts?”
This is a very serious issue.

Once again, without the efforts of the
Senator from Massachusetts to try to
focus on these issues, it well could have
been lost in the clamor of getting out
of here and getting on with other busi-
ness. It would be, in the long run, un-
fortunate for the public health of the
American people.

Let me conclude by saying that it is
vitally important in ensuring when the
bill passes—and | believe we all hope it
passes—it passes in a way we will all be
proud of and will deal with all these is-
sues that, leaving no unintended loop-
hole or unintended consequences. |
hope that we will have thought it
through, worked it out and come up
with legislation that will provide for
the kind of technological innovation
we all want, provide for the kind of ef-
ficient regulatory review that we all
want and certainly protect the safety
of the American public which not only
we want but the American people de-
mand. | yield the floor.

Mr. KENNEDY. Mr. President, |
thank the Senator from Rhode Island
for raising those issues, because that is
a rather technical issue, it is a rather
targeted question, but one that is of
very significant importance.

I certainly agree with the Senator
that we don’t believe that the over-
whelming majority of the medical de-
vice manufacturers don’t intend to do
such things. But what we have to try
and do is make sure that those who
may want to—and that is basically
what happens in any regulatory proce-
dure—you want to try and catch those
particular items which are dangerous;
that this is one that, with the tremen-
dous expansion, in terms of certainly
medical device technology, that we
should address.

| appreciate the Senator saying that
it can be addressed. We had language
that we had considered, that | thought
the device industry had been very sup-
portive of and was acceptable. Then in
the rush at the end, somehow individ-
uals who had been involved in it felt
they didn’t want to have any further
kind of adjustment or change in the
language.

I think it is significant—and | am
sure the Senator would agree and the
chairman would agree—that we have
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had, in the fashioning of this bill great
support and cooperation from the in-
dustry, from the pharmaceutical and
also the device industry. We have per-
haps some differences that have been
moving along on particular kinds of
items, but I must say—and | think the
Senator would agree; | know he is
proud of the industry in his own State,
as | am in my State—we have had enor-
mous cooperation and help. So many of
these items are technologically dif-
ficult, complicated, and involved. We
are basically generalists as Members of
the Senate. We have some information
and try to develop some expertise in
particular areas of responsibility, but
this gets to an involvement in detail
which is enormously complex. When we
have responsible industry involvement
trying to help us. | did find that in
other parts of the legislation it was
very helpful. What we hope to do as
this whole process moves ahead is come
back and visit this provision and see if
we cannot address it.

Mr. REED. If | may, if the Senator
will yield, I, too, concur with the sup-
port, the assistance, the advice, and |
think the general goodwill that the in-
dustry has brought to this debate. We
are now, though, at the detail level,
the fine detail, technical detail, and
that is critically important. These are
the types of details which later on
come back to haunt us sometimes if
they are not done well.

Mr. KENNEDY. Yes.

Mr. REED. The industry has been re-
sponsive and reasonable, and we want
to incorporate their best advice but
also recognize that our ultimate re-
sponsibility is to the health of the
American people.

Something else, too, that the Sen-
ator alluded to was that this industry
is becoming a very important part of
our economy, not just nationally but
locally. In Rhode Island we have sev-
eral companies that are emerging as
leaders in the industry. They offer not
only extraordinary opportunities to
help the American people, indeed, the
people of the world, through medicine
and devices, but also are becoming in-
creasingly important economic powers
within our communities—sources of
jobs, employment and the types of ac-
tivity that we certainly want to en-
courage.

Part of our motivation today is to
ensure that we do this right. We need
to give them the kind of direction and
incentives that will make them strong-
er competitors in the international
marketplace, stronger sources of
strength in the communities of Amer-
ica, but also make them responsible
and accountable to the American peo-
ple through appropriate regulation. All
of these things we can accomplish be-
cause | believe that the differences
that separate us at the moment are not
fundamental, ideological or in any
other sense broad based. They are,
rather, important details which will
ensure or not ensure that this legisla-
tion can be used effectively to protect
the public health.
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So again | thank the Senator.

Mr. KENNEDY. | thank the Senator.

When we are talking about these
technicalities, we have to remember
that some of these items, particularly
those medical devices that enter the
body, have enormous health implica-
tions. | remember chairing, in 1974 or
1975, the Dalkon shield hearings where
we found that 2,300 American women
died from a perforated uterus from the
Dalkon shield. That was before we had
a Food and Drug Administration that
really looked into medical devices.

We have the Shiley heart valve that
passed through the FDA, and then
eventually the FDA was able to un-
cover some of the difficulties with that
and took steps. | think, if my memory
serves me correctly, they were going to
use a perfected Shiley heart valve over
in Europe, and they altered some open-
ing where the blood went through by
just about 10 degrees, and that resulted
in a rather significant increase in the
failure of that medical device which
was actually marketed abroad. The
FDA was very much involved in seeing
the termination of that.

So even very modest changes or al-
terations can have important Kinds of
health implications. We are not going
to be able to solve all the problems and
we are not interested in producing a
bureaucracy that is going to halt inno-
vative and creative ways of dealing
with some of these issues. But it is im-
portant that we are talking about a
Food and Drug Administration and
public health.

As | mentioned briefly at the outset,
this is the one agency that is inti-
mately involved with public health. It
has broad jurisdiction on a wide vari-
ety of items, and it has important re-
sponsibilities for the public health.
This is where the buck stops. Some feel
it ought to just be the agency to fast
track various Kkinds of devices or fast
track various pharmaceuticals without
considering the health and efficacious-
ness of those products. That is why |
think it is useful to pause here for a
little while to give some focus to ex-
actly this legislation and what its im-
plications are going to be in terms of
public health.

| thank the Senator.

Mr. JEFFORDS addressed the Chair.

The PRESIDING OFFICER. The Sen-
ator from Vermont.

Mr. JEFFORDS. 1 would like to
speak for a few moments just to try to
allow those of my colleagues who are
viewing us here as to why all this con-
troversy. We just saw a vote of 89 to 5
in favor of moving forward with a bill
that has come out and is ready to be
placed before the body. Why is that oc-
curring with all of these horrible prob-
lems which we have just been hearing
about?

Take a look at this bill. This bill is
152 pages long—152 pages long. We are
talking about four pages on cosmetics
and two pages on medical devices. So
we have to keep things in perspective.
This bill has tremendous support be-
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cause in almost every instance the is-
sues that are of concern to people are
taken care of.

But why all of this discussion about
cosmetics? Because nobody is doing
anything. That is why the controversy.
The question is who should do some-
thing. Now, the question is whether or
not you want some uniformity, and
that is the Federal Government, the
FDA, which we have tremendous con-
fidence in, to take on the issue of warn-
ing about the problems of cosmetics
and to have a uniform approach, uni-
form labels and those things so, if you
go from one place to another, you don’t
get confused about what you should or
should not be using or doing.

That is the question here. It revolves
down to this. Right now, the States
say, oh, my God, you can’t tell us what
we can do. Well, they haven’t been
doing anything, with the exception of
California. It is not something we are
moving into and pushing aside all ex-
isting regulations; there are none. The
question is who ought to do it. Well, to
California we said, OK, you have that
so we will carve you out. Go forward.
You have yours out there. That is fine.
The Federal Government will not in-
tervene, will not do away with that. So
the bill presently says, California,
what you have done is fine. The ques-
tion is everyone else.

Now, since nobody has moved into
this, it is not like you have a whole
bunch of States out there panicked be-
cause their existing rules and regula-
tions are going to be superseded. It is
natural for Governors and State legis-
latures to scream and say, oh, my gosh,
you can’t take our power away to do
something.

So where did we get down to before
we came here? We got down to this
close—this close. This is how close we
are. We said, OK, if the FDA has not
done something and has not estab-
lished that this cosmetic is a dan-
gerous one, then the States can move
in. And if they feel differently, that it
is and therefore we should do it, they
have the power to do that.

That is the way it is right now. But
we say that if the FDA has acted, then
we want uniformity and so we should
try to make sure that people across the
country will have uniformity.

Then the issue was raised, well, sup-
pose the FDA says that it is dangerous
because it may cause problems on your
face. Suppose the State believes it may
have something to do with your blood
system. Does that mean they cannot
warn people that this cosmetic may be
dangerous if it gets into your blood-
stream?

Well, that is the issue. That is how
far apart we are. On the two pages that
deal with devices, the issue is about as
narrow as that. It comes down to the
question of, if a manufacturer says this
device is for this purpose, and the FDA
says, well, maybe we want to make
sure that we know all the other pur-
poses it might be used for, so they
should alert us to those. We are down
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that far on those two pages, and we are
down to within a few lines on the other
four pages, but the other 146 pages
there isn’t really much disagreement
with.

So | want to make sure we have
things in perspective here. That is why
the support, that is why we had the 89-
to-5 vote on moving forward on this.
But these are important issues. It is
important for us to make sure that
people know that with respect to cos-
metics they are going to be protected
and who is going to do it and what kind
of awareness are we going to be able to
have and what are the States rights
versus the Federal Government.

So that is where we are. | will go at
length later, but right at this point |
want to make sure we understand
where we are and what the issue is. In
cosmetics, nobody is doing anything
now with the exception of the State of
California. We think the FDA ought to
get in there. They ought to make sure
that the cosmetics that are advertised
are safe, that we know what problems
could be caused and that we have uni-
formity in the country, so that when
you go one place to another, you will
have the ability to be able to rely upon
uniformity as to what the various
products may or may not do to you.

On the other hand, if the FDA does
not take any action and a State thinks
that this particular cosmetic or what-
ever is harmful, then they have the
power to act.

So that is where we are. | want to re-
assure people that this bill does not ig-
nore the problem of cosmetics. For the
first time it really emphasizes that the
FDA and the States should do some-
thing. What should they do? That is
not going to be taken care of in the
legislation because we would not know.
But we do know that there is a need
out there and that the FDA should
have the authority to act and that they
should have the authority to provide
uniformity. But, on the other hand, the
States should not be stripped of their
rights to protect their people in the
event the FDA has not acted.

Mr. President, | just wanted at this
time to pause to try to make sure that
everybody understands where we are
and why we got the 89-to-5 vote to
move forward.

| yield the floor.

Mr. KENNEDY addressed the Chair.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts.

Mr. KENNEDY. The fact is that the
FDA does not have the authority
today—just does not have it. It has the
authority to deal with pharmaceuticals
and with medical devices but not with
the issues which involve health and
safety.

I will spend a moment or two just
going through the Food and Drug Ad-
ministration Act, the actual law. It is
a page and a half. And there cannot be
a fair reading of this, of these provi-
sions, section 601 to 603. To believe that
there is any adequate protection for
American consumers in this page and a
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half is folly. I mentioned earlier the
FDA has no authority to require manu-
facturers to register their plants or
products. It cannot require manufac-
turers to file the data on the ingredi-
ents in their products. It cannot com-
pel manufacturers to file reports on the
cosmetic-related injuries. It cannot re-
quire that products be tested for safety
or that the results of safety testing be
made available to the agency. It does
not have the right to have access to
manufacturers’ records. It cannot re-
call a product.

Now, those are powers the FDA has
with regard to pharmaceuticals and
medical devices, but not with regard to
cosmetics that may also be carcino-
genic, and may also include toxins. We
are not talking about an unimportant
matter. We are talking about questions
of health and safety. | find it difficult,
with all respect, to say, “Well, look, in
California, we’ve carved that out. All
of our Members will probably under-
stand that means. ‘““We have carved out
California.” California considered this
and took action. But if Minnesota—and
they have been interested in taking
some action on some products—wants
to take action down the road in the fu-
ture to protect its consumers, it can-
not do it. In my State of Massachu-
setts, that has very similar legislation
to that of California pending now, and
they hope to be able to pass it in the
next legislative session—they are out.
They are finished.

We have taken care of one State,
California. | am glad we did not wipe
out California because | am interested
in the protection of the citizens of
California. They are going to get some
protection, but not full protection, be-
cause you are going to preempt other
health and safety statutes in Califor-
nia. This did not provide all the protec-
tions in California. Nonetheless, | am
glad that the consumers in California
are going to get some protection. But |
cannot understand why we are denying
other States from making a judgment
that they want some protection. That
is what this legislation does.

An additional point others will make
is, “Well, we’re just dealing with pack-
aging and labeling.” But that is where
the States act, with packaging and la-
beling. We do not see the withdrawal of
products. They are able to do that and
have been effective at it, in California.
And | will get into how effective they
have been, because they have been very
effective in protecting consumers, not
only in California, but the rest of the
country, because when California, as a
result of an extensive kind of medical
research, has discovered that various
products may contain carcinogens or
dangerous and toxic substances, and re-
quired those products to be labeled,
what happened? The manufacturer
changed the product. And | will get
into the examples.

This is the power that regulations on
labeling and packaging can have. This
is where they have been effective.
These are the key elements, the possi-
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bility of developing warning labels.
They have not had to develop the warn-
ing labels in California because the
companies and the manufacturers have
changed the products. One of the out-
standing examples is Preparation H.
Where there were products that were
dangerous to consumers, the California
regulations were effective in improving
product safety. The manufacturer re-
formulated the product itself and says
now it is better than it even was be-
fore. That was as a result of research
that was done to uncover potentially
dangerous substances that had been in-
cluded in the product.

So, Mr. President, we have an agency
that cannot practically deal with and
has been restricted from packaging and
labeling. We have seen a carveout, a
carveout in the FDA authority in sec-
tion 601 that talks about various prod-
ucts. It says they will not be able to
deal with either poisonous or adulter-
ated cosmetics, and cannot apply to
coal-tar hair. Coal-tar hair dye. There
is the cosmetic industry able to write
right into the law “‘coal-tar hair dye,”
even though the research has shown
what that has done in terms of making
hair dyes more dangerous than they
need to be. The cosmetics industry has
been effective enough to get written
into this legislatively that, even
though it is dangerous, there cannot be
any kind of oversight of it. That is the
power. That is real legislative power.

Mr. President, just on this question
of the FDA and its ability to deal with
this, let us go back to what the GAO
said should be done if we were to have
an FDA that would be able to provide
adequate protection for the public
health. This is a public health issue
and a safety issue. That is what we are
dealing with with regard to cosmetics.

The other items that we mentioned
earlier deal with health and safety and
are of importance. But on cosmetics,
we are effectively talking about health
and safety issues. When the GAO last
looked at the FDA, and were charged
with making recommendations, these
are the recommendations that they
made. They said:

We recommend that the Congress amend
the Food, Drug and Cosmetic Act to give
FDA adequate authority for regulating cos-
metic products. Specifically, we recommend
that the Congress authorize FDA to require:

Registration of all cosmetic manufactur-
ers.

Registration of cosmetic products and fil-
ing of ingredient statements [so that they
know what ingredients are in the various
products].

Manufacturers to submit to FDA data to
support the safety of their products and the
ingredients in them [to demonstrate the
safety of their products prior to putting
them on the market. Before marketing, to be
able to give the assurance of safety and also
to be able to get the ingredients of these
products].

Premarket approval by FDA of certain
classes of cosmetics or ingredients when the
agency deems such approval necessary to
protect the public health.

Why? Because they take notice that
some of these products contain possible
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carcinogens and some of them have
toxic products. They are saying we
ought to be able to demonstrate the
safety of those products rather than
put them out in the marketplace and
endanger the public.

The GAO report further recommends
that:

Manufacturers to submit to FDA consumer
complaints about adverse reactions to cos-
metics.

Manufacturers to perform specific testing
FDA deems necessary to support the safety
of a cosmetic or an ingredient.

So if the FDA were to make a judg-
ment that they believe that items may
cause birth defects, may cause an as-
sault on the nervous system, may
somehow threaten seriously the health
and the well-being of the consumer,
that they would be able to ensure there
is going to be adequate testing. Those
are very minimal standards. These rec-
ommendations are from the last review
for the power and the authority for the
FDA.

Now, do you think we have any of
those today? No, we do not have any of
those. And all we have to protect the
consumer is what is happening at the
State level. That is all we have. With
this legislation, we are effectively pre-
empting the States from providing
those protections to the consumers in
their States.

I find it extraordinary how quickly
we are to be willing to accept that par-
ticular provision without hearings. We
understand the power of the cosmetic
industry. We understand why this has
come up. This has come up, Mr. Presi-
dent, because of the action that has
been taken by California. Because Cali-
fornia has acted in various cases in
order to ensure that the cosmetics that
are being used by Californians are safe
and effective. They do not want to have
to keep dealing with this. Nonetheless,
manufacturers have changed their
products. They have made them, in so
many different instances, safer. That is
the way it should be.

If we are not going to do it at the
Federal level, why do we take away the
power of the various States? It is effec-
tively like preempting the States from
having State police. All the States
have various State police in order to
look after safety and security in their
States. We are saying, we are not going
to provide any kind of help and assist-
ance, but, in addition, we are taking
away your safety, a means of protect-
ing your people as well. And that, | be-
lieve, is wrong.

Mr. President, | want to just mention
some of the various items since we
have talked in generalities here about
some of them. Some of these items
that we have addressed here have posed
a threat to the health and safety.

First of all, we have hair dye, the
coal tar in the hair dye. That is a po-
tential carcinogen. It is a danger in
terms of the American public and the
consumer. One State, California, has a
State law. Ohio has tried to deal with
this, but they have been basically un-
able to do so. The industry has been so
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powerful it has been able to get written
into the law, into the bill itself, that
we cannot tamper with something we
know is directly a public health haz-
ard. In public health we know that, and
still it is written into the law.

We have the old Grecian Formula. It
does not have to go through the FDA.
It had lead in it—lead. People thought,
well, we can use it because it is just a
hairspray. We know what happens
when lead is ingested. We know it
causes mental retardation, for exam-
ple, in children.

One of the principal problems in
inner cities is old paint chips that have
the lead content. We know the inci-
dence of mental retardation, and if you
go into any urban area in this country
and go to the great county hospitals,
they have a lead paint poisoning pro-
gram. You see the incidents of mental
retardation that are a direct cause of
lead in the paint. The children are ei-
ther eating the chips or they are play-
ing outdoors and the chips are in-
gested. They get on the cats and dogs,
and children pet them and then scratch
themselves or put their hands in their
mouths.

It just goes on. We understand that.
That has been well understood and doc-
umented for 30 years now. But we now
know there was lead in Grecian For-
mula. This came out as a result of the
various analyses in California. There
was a certain amount of concern about
it, but then there was action by the
company, and they said, look, maybe
there is lead in it, but it is on your
hair, and you are not ingesting it, so,
therefore, it is not a problem. Then
other studies showed that people were
washing their hair and were also em-
bracing their children and touching
their children and working with their
animals or their pets, and this was
picking up the flakes and, if the dye
was being used over a considerable pe-
riod of time, the lead posed a signifi-
cant and important threat to children.

So what happened? Grecian Formula
changed their ingredients as a result of
this to make a safer product. They did
not miss a beat in terms of being able
to market it and being able to be suc-
cessful. But it was changed, and that is
because of local activity—not the FDA,
but because of local activity.

Mr. President, | will give further il-
lustration, but | will just at this point
remind Senators, as we are going
through some of these examples, there
may be those who say, “Well, OK,
you’ve got a half dozen out there, but
is that really enough to try to resist
this provision to preempt State activi-
ties?”” Well, the last serious study that
was done by a congressional committee
was actually done by our colleague,
Congressman WYDEN, who held land-
mark hearings in 1988.

The industry gave his subcommittee
a list of 2,983 chemicals used in cosmet-
ics. The National Institute of Occupa-
tional Safety and Health at NIH ana-
lyzed the 2,983 chemicals and found 884
cosmetic ingredients had been reported
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to the Government as toxic substances.
Let me just repeat that: The industry,
the cosmetic industry, provided to the
Congress a list of 2,983 chemicals that
are being used in cosmetics.

The National Institute of Occupa-
tional Safety and Health, what we call
NIOSH, which is the center for exper-
tise in being able to analyze various
toxic substances, and NIH analyzed
these chemicals and found that 884 cos-
metic ingredients have been reported
to the Government as toxic substances.

We have known for 10 years that a
third of cosmetic chemicals are toxic,
but we have done nothing to strength-
en the consumer protections. Instead,
we would rather weaken the consumer
protections. Instead of trying to make
some progress to protect the consumer
we are taking steps to put them at
greater risk. Does that make any
sense?

We had debate and discussion about
the Delaney amendment with regard to
carcinogens and processed food and we
debated those issues and said is it not
time to alter, change, and modify that?
We passed very good legislation dealing
with pesticides, insecticides, and fun-
gicides just 2 or 3 years ago because we
were looking at the fact that the best
estimate is that there are probably
2,600 to 3,000 Americans that were
dying because of pesticides and insecti-
cides that were being put on products
and were being ingested. We have run
into problems. We had extensive hear-
ings about the dangers of insecticides
on children, because children eat more
bananas and certain types of food and
products have more insecticides, and
therefore it has more of an impact in
terms of their bodily functions.

We spent hours and hours and days
and days on hearings because we want-
ed to provide protection against car-
cinogens in our food supply. Here we
have now, according to NIOSH, and ac-
cording to the NIH, 884 cosmetic ingre-
dients that have toxic substances.
Rather than trying to do something
about those in terms of examining
those in relationship to what is being
done in the House and in terms of the
well-being of the consumer, we have
not only had no enforcement or regu-
latory protection at the Federal level
but we are eliminating what actions
could be taken at the State level.

It makes no sense, Mr. President,
makes no sense at all. That is what the
effect of the preemption does. | read
the language on the preemption and
that is effectively what that language
does.

Now, Mr. President, we have a situa-
tion, for example, that has come up in
fairly recent time, a hair spray that
might be inflammable, and we find out
that the State of Minnesota was look-
ing at trying to make some effort to
try and identify the dangers that result
from this.

Mr. President, there is a Senator
here that would like to address the
Senate and 1 am happy to accommo-
date him.
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Mr. JEFFORDS. Mr. President, |
yield such time as he may consume to
the Senator from Indiana.

The PRESIDING OFFICER. The Sen-
ator from Indiana.

Mr. COATS. Mr. President, | thank
the chairman and | thank the ranking
members who are ahead of me for al-
lowing me this time. | have a schedule
conflict and | appreciate the oppor-
tunity to say a few words.

I will have more to say as we move
forward with this legislation. | wanted
to make some opening remarks. I am
very pleased that we are actually here
at this time with the legislation on the
floor. It has been a long and arduous
road that we have traveled over this
past 2%z years to address the need for
FDA reform. We have, as the chairman
and Senator KENNEDY said, had numer-
ous hearings. We have listened to the
Commissioner of the FDA and his rep-
resentatives and employees and col-
leagues. We have listened to outside
experts. We have heard from the var-
ious industry groups. But the real rea-
son that we are here is not just the fact
that a few Senators got an idea that
perhaps we ought to address some is-
sues at FDA. The real reason we are
here is that all of us have been besieged
by consumers, by patients, by, yes,
manufacturers of drugs and devices and
others who have outlined to us the
nightmare that exists at FDA in terms
of approving products for beneficial use
by patients.

What | will primarily do this morn-
ing is briefly state the ‘“‘why”’ of the
need for FDA reform and save my re-
marks on what we have done—which I
am sure will be outlined by many oth-
ers—save my remarks on what we have
done for debate on Monday, Tuesday,
or following that, depending on how
long this discussion goes on.

First of all, let me state that the pre-
cipitating reason for moving forward
was the need to reauthorize PDUFA.
That is the user fee that is paid for by
the drug prescription industry to allow
FDA to hire additional personnel and
to employ additional technology to
speed up the approval of drugs. I am
not sure who bears the responsibility
for lack of personnel or lack of updat-
ing technology.

I have worked with Senator MIKULSKI
on a more comprehensive moderniza-
tion of FDA, consolidating their cam-
pus, giving them the new technology
that they need, and giving them the
personnel that they need. Because SBA
was in such desperate shape in terms of
its ability to use drugs we enacted
sometime ago a user fee whereby the
industry itself would be taxed with the
money designated specifically to hire
the personnel and improve the process
and procedures for approval of prescrip-
tion drugs. That is what finally moved
us from debate and delay to the NIOSH
action.

I am particularly pleased that Sen-
ator JEFFORDS, the chairman, re-
sponded to my concerns that if we
move only with a limited PDUFA reau-
thorization we will have addressed only



S8848

a small part of the problem that exists
at FDA, that what we needed was a
comprehensive bill, broad in scope,
that would allow us to address a num-
ber of problems that exist at FDA, in-
cluding substantive reform for medical
devices and other products regulated
by the agency. I commend the chair-
man for agreeing to do that. We held
extensive hearings and broadened the
scope of the bill. The bill we have put
forward is one that does address a num-
ber of issues and that is why it receives
such widespread support from the Con-
gress.

Clearly, the vote in committee, a
strong bipartisan vote for moving this
process forward in support of the com-
prehensive bill and the vote that was
just taken this morning—overwhelm-
ing, almost historic in proportion—
vote on cloture | think indicates the
depth and the breadth not only of the
bill but of the support for the bill with
Democrats, Republicans, liberals, con-
servatives, moderates, everybody in be-
tween. Only a handful, literally a hand-
ful of Senators voted against cloture.
So | think that shows the need for
moving forward on this bill.

FDA bureaucracy and delay, incon-
sistent rules, lack of willingness to use
outside expertise—all of this has jeop-
ardized the health of American pa-
tients. FDA opponents of reform like
to state, ““Oh, we cannot jeopardize the
health and safety of Americans,” and
yet in their insistence on maintaining
virtually status quo in total FDA con-
trol on their assistance on that, they
have denied Americans lifesaving and
health-improving benefits both
through prescription drugs and devices
and other forms of medical assistance.
They have denied people the oppor-
tunity to beneficially affect their
health and have forced them to go out-
side the United States, forced manufac-
turing companies to go outside the
United States, forced drug device com-
panies to go outside the United States
in order to market their product
whereby they would be subject to the
rules and regulations of foreign coun-
tries rather than this country.

To imply that only the United States
FDA has the wisdom to be able to de-
termine what is in the best interests of
the health and safety of its citizens is,
I think, a slap in the face to countries
like Germany, Britain, France, and
others who have similar approval proc-
esses that benefit the citizens of their
own country.

FDA average review time, just tak-
ing medical devices, average review
time for low- to moderate-risk medical
devices, the so-called 510(k)’s in 1995 in-
creased over the previous 6 years by
over 200 percent, from 82 days to 178
days, for total review days from 66 days
to 137 days for time actually in the
FDA’s hands. The law says they need
to do this in 90 days—the law. We
passed the law, a statute here that says
that the FDA on low- and moderate-
medical devices you have 90 days. The
FDA said, OK, 90 days. In that period of

CONGRESSIONAL RECORD —SENATE

time since we passed the law it has
doubled in terms of the amount of time
they take to review those. Those are
average review times.

Specific examples show how ridicu-
lous and how scandalous the process is
or has been at FDA. Fortunately, we
are in the process of looking for a new
Commissioner, and hopefully that
Commissioner will bring some business
sense instead of simply an ideological
bent to the agency and provide for
some expediting of some of the devices
that do not pose serious health risk to
Americans at all.

We all hear about this whole idea
that FDA is standing at the bridge,
keeping Americans from being sub-
jected to the most egregious of viola-
tions, drugs and devices perpetrated by
a greedy industry that is concerned
only about the bottom line.

I have a device manufacturer in my
State that makes hospital beds. That
device manufacturer, which is well re-
spected on a national basis, that device
manufacturer designed a new bed
cover. This is the cover you put over a
mattress, on a bed. The bed had been
approved, the mattress has been ap-
proved, the old device cover has been
approved. It is a piece of cloth. But
they designed a new one that prevents
bodily fluids from leaking into the
mattress. Obviously, that could be a
potential health risk to not only that
patient but perhaps a subsequent pa-
tient. So they had come up with a new
mattress pad which achieved signifi-
cant improvement in promoting the
health of patients who would use that
mattress.

Of course they had to submit it to
FDA for approval. This is a class | de-
vice, the lowest risk to the patient. So
they submitted it to FDA, and the FDA
took 476 days to review that mattress
pad before it would grant approval. So
we talk about the average review times
and protection of the party but when
you bring it down to specific examples
of the ineptness and the bureaucracy
that exists at FDA, there are examples
on both sides.

The other side likes to use relatively
rare anecdotes and of course many of
these go back 20, 30, and 40 years, and
no one—no one in support of FDA re-
form—is stating we ought to com-
promise on health and safety. What we
are trying to do is say we think we can
expedite and utilize new technology
that improves health and safety if FDA
could get its act together. Now, if you
takes 476 days to approve a mattress
pad which clearly is in the benefit of
the health and safety of hospital pa-
tients because it prevents bodily fluids
from seeping through the currents
mattress pad, then if it takes 476 days
to do that, something is wrong at FDA.
Meanwhile, new 510(k) notifications
have dropped dramatically, from 7,000
annually in 1989 to a projected 4,800 in
1998. So high-risk, if you look at that,
and novel device review times in-
creased from 348 days to 773 days, on
average. Many are far longer than that.
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Some have been languishing in the sys-
tem for 4 and 5 years.

Now, the statute says that FDA has
90 days on low to moderate risk, 180
days on high risk, and yet, FDA’s aver-
age review time in 1995 is 773 days on
high-risk and novel devices. So, clear-
ly, something needs to be done.

What the committee has tried to do
is simply say, let’s take an agency that
we need, an agency that is important
to the health and the safety of Ameri-
cans and let’s see if we can improve it,
let’s see if we can reform it. The best
step and the first step was the resigna-
tion of the Commissioner, who admit-
ted to the committee in what was one
of the most astounding statements |
have ever heard any agency head ever
deliver, which was basically saying, “‘I
am incapable of doing this. You in Con-
gress are going to have to force me to
do it. | need the pressure from Congress
to do it.”” Can you imagine a CEO of a
corporation coming before the board of
directors and saying, ‘| am not capable
of running this company efficiently
like you want me to, but if you will put
pressure on me and force me to do it,
then | can go to my vice presidents and
say the board is insisting that | do
this”’? Is that an example of the weak-
est form of management and oversight
that you can possibly imagine? | could
not conceive that the then Adminis-
trator, Dr. Kessler, of the FDA would
make such a statement. “‘I am incapa-
ble of doing it, but you force me to do
it and then maybe | can convince the
people that work for me that we ought
to do something.”’

Well, let me talk about another ex-
ample of intolerable delays. This isn’t
a mattress pad. This goes to life and
death. The product was a stent, a
small, mesh, spring-like device used to
keep coronary arteries from closing. A
new stent product that was developed
by a manufacturer was submitted to
the FDA in November 1986. In August
1987, FDA said, ‘“We need more paper-
work.”” It took them that long to figure
out they needed more paperwork. In
April 1988 and in August 1989 and in
June 1991 were additional requests for
more paperwork. An FDA panel meet-
ing was held in May 1992, and they gave
unanimous approval to the product.
Four years after it was first submitted,
an FDA panel gave unanimous ap-
proval to the product. It then took the
agency an additional year to issue a
letter allowing the device to go to mar-
ket.

Now, have you ever heard of such bu-
reaucratic ineptness? After 4 years of
reviewing paperwork on a life-saving
device, on which the statute said the
FDA had 180 days—after 4 years, the
FDA panel met and gave unanimous
approval. From that time, it took 1
year for the FDA to issue the letter
saying, ‘‘Congratulations, you have
been approved.”

Now, critics of reform talk about the
potential threat to American health
and safety for approval of devices. But
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they never talk about the dem-
onstrated not only threat but con-
sequence to the safety and health and
even life of Americans for ineptness
and delay in the approval of drugs. How
many people died or suffered serious
incapacity because a life-saving stent
on which we could not get a letter of
approval from FDA, which approved it,
until 1 year later? How many people,
over a 5-year period of time, lost their
lives because a life-saving device didn’t
receive FDA approval for 5 years? Let’s
say it took 4 years; let’s grant them
that it took 4 years of reviewing paper-
work to make sure that this life-saving
stent device was worthy of FDA ap-
proval. There is no excuse. What pos-
sible excuse could there be for a delay
of 1 year in submitting the letter so
the company could go ahead and mar-
ket the product?

Dr. FriIsT, who is a member of our
panel, said, ‘I would have loved to
have had that stent. | known what that
stent does. I’'ve used that stent. Had |
known that stent was available before
approval * * *’—to think that it was
languishing in FDA 1 year after FDA
approved it unanimously—it took them
a year to get the letter out so that
they could market the device. So there
are people lying in their graves.

This Senator is tired of hearing
about FDA being the guardian of the
health of Americans and we should not
move forward with any kind of reform
at all. When you touch the words “‘re-
form of FDA” and try to move up their
approval process or expedite the proc-
ess at all, why, then you are jeopardiz-
ing the health and safety of Americans.
The burden of that lies on the shoul-
ders of those who won’t move forward
with responsible reform.

Fortunately, today, this Senate, in
an overwhelming bipartisan vote—only
five people opposed—said it is time to
move forward with reform and it is
past the time to move forward with re-
form. We owe apologies to the families
of the Americans who have been denied
life-saving treatments and devices be-
cause people have blocked reform and
efforts to move forward.

A Hoosier who attended one of our
FDA hearings recently had a life-sav-
ing vascular graft implanted in his
body. Mr. Friar testified before our
committee. He was one of the fortunate
patients to receive the graft because he
needed the product only after it was
approved. Other patients who were de-
nied that before FDA got around to ap-
proving it, were not so fortunate.

I could go on and on with examples,
but I won’t. | do get exercised over it
because it is unfair to characterize
those that try to seek meaningful re-
form as those who somehow don’t care
about the health and safety of Amer-
ican people. We care so much we want
to get something done. We want to get
some reform underway.

The Hudson Institute, in late 1995,
surveyed this question and came up
with an estimate. It is difficult to talk
about an estimate when we are talking
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about human life. The Hudson Insti-
tute is a respected institution. Let me
cite an example from their study.
Delay in approving the coronary stent,
they say, reached 27 months. The FDA
gave access to this product to Amer-
ican patients 27 months after European
patients had access to the product. De-
pending on how one attributes respon-
sibility to the agency, partial or total,
the regulatory delay is estimated to
have resulted in 1,600 to 2,900 lives lost,
patients whose lives were lost because
of bureaucratic excess.

So we stand on this floor and talk
about it being irresponsible to move
forward with FDA reform and we delay
FDA reform. We won’t even allow a dis-
puted issue to come to a debate on
FDA reform, when we are talking
about a potential loss of lives of Ameri-
cans who are denied products because
of FDA ineptness.

That is the human side of the ques-
tion. | am not even going to get into
the business side of the question be-
cause the two don’t even begin to com-
pare. We have lost manufacturing and
jobs to overseas facilities in record
numbers because manufacturers are
throwing up their hands and saying
they will go broke waiting for FDA to
approve their products. It means a sig-
nificant number of jobs. Sixty-one per-
cent of U.S. device companies plan to
market offshore first. We lead the
world in drug and device product devel-
opment. But they are being pushed out
of the country by the FDA. They are
being aggressively lured by foreign
governments who know that our bu-
reaucratically bloated system provides
them the competitive advantage they
need to draw those American compa-
nies and employees and the brain
power away from the United States.

A Netherlands foreign investment
company has a publication out high-
lighting the oppressive climate in the
United States. They say, ‘“Come over
here and we will provide a much more
favorable climate.”” Now, we will hear
in rebuttal about some product that
was approved and later turned out to
be a mistake. Well, there are excep-
tions and there will be exceptions,
whether they are in the Netherlands or
in the United States. We are talking
about human beings. We can’t guaran-
tee 100 percent perfection. But that is
no excuse for not reforming FDA and
trying to give it the tools and give it
the wherewithal to do a better job.

It has been estimated that the delay
in U.S. availability of products threat-
ens a loss of 50,000 jobs in the next 5
years. This is one of the greatest indus-
tries we have ever had in this country,
in terms of promoting job growth, but
beyond that, providing health-improv-
ing and life-saving benefits for the
American people. Why do we make it
so difficult for them?

I don’t want to go any further with
that because, as | said, you can’t com-
pare economic benefit with health ben-
efit. We ought to be focusing on the de-
nial of benefits, the loss of life for fail-
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ure of the FDA to meet its statutory
requirements. We are not asking the
FDA to compromise; we are not asking
them to compromise on health and
safety. We are saying: Do what you
said you could do, or at least let’s look
at alternatives. | proposed an alter-
native to try to help the FDA. You
would have thought | was proposing an
amendment to disband the FDA and let
the free market sort it out. It was
nothing of the sort. That is not what
we are after here. | thought we would
try to give them some assistance with
a third-party review, the FDA certified
agencies or organizations outside of
the FDA. But FDA looked at it and
said: You have the testing wherewithal
and the scientific wherewithal to help
us expedite approval of these products,
and as long as we certify you and as
long as we approve the process, and as
long as we have a veto power, even if
you approve it, if we have a veto power
and say, no, we have changed our mind,
or we are not sure about that—not even
that was acceptable to the opponents
of this bill. But it is acceptable, fortu-
nately, to the majority of the commit-
tee. It is acceptable to a majority of
the American people. It is acceptable
to a majority—not a majority but a
supermajority—of this Congress. But
yet with all of that debate, there is
delay and withholding of moving for-
ward, and procedural delays, all in an
effort to oppose an honest effort at try-
ing to help the FDA do its job. The
irony is the FDA was already doing
some of this. We are trying to provide
a way that they can do more of it. So
the FDA couldn’t come forward and
say, “Well, we think everything ought
to be done within the FDA.”” They ad-
mitted they needed help from the out-
side, and we structured the statute in
such a way that you even wonder if it
is going to work because the FDA has
so much preapproval, during the proc-
ess approval, postapproval, veto, and
everything else on the thing. But at
least it is a start. At least it is a move-
ment in the right direction.

FDA has made all kinds of promises
about internal approval, approval, im-
provement, reinventing itself, and so
forth and so on. The record speaks for
itself. Prescription drug user fee types
have improved, and we are grateful for
that. And they have improved because
we taxed the industry. The industry
said, ““We are so anxious to try to get
some of these drugs to market we will
pay for it. Not only the development of
the drugs, which is enormously expen-
sive, not only the approval of the drug
but we will tax us some more and we
will give the money to FDA, and you
can hire more people so you can look
at it. If you turn it down, you turn it
down. But at least get an answer one
way or another so we can move on to
something else, if you don’t approve
it.”’

People say, Why don’t you do the
same thing with devices? Let’s tax the
device industry. We are not talking
about American-owned products, or
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Merck, or Pfizer, Glaxo, major inter-
national companies with the funds able
to do this. The device companies are
often small organizations—startup ven-
ture capital organizations. To tax them
at this stage is going to just accelerate
driving them offshore, and in many
cases they in no way have the where-
withal to provide a tax for that. It is
not their responsibility. It is a govern-
mental responsibility.

The President’s budget hasn’t helped
much either. The President’s budget
proposal for fiscal year 1998 reflects
something other than an effort to
strengthen the agency. In fact, it pro-
posed a cut of funding for the agency.
They wanted to cut the Device Center
budget by 27 percent. Clearly that calls
for congressional action to address the
issue, to ensure that the bureaucracy,
and the old ways of doing business give
way to some efficiencies and account-
ability in this era of tight budgets.

So that alone is reason for us to
move forward. Here we are now in Sep-
tember on PDUFA and a jeopardy of
laying off—expiring and laying off—a
whole bunch of people. And we are way
behind the timetable that we ought to
be on in terms of moving this forward.

Just on another point about the size
of device companies. Of roughly 8,000
device companies that exist in United
States, 88 percent have fewer than 100
employees and 72 percent have fewer
than 50 employees. User fees are clear-
ly not workable in a situation like
this. And | am pleased that the bill
doesn’t impose those.

I have all kinds of statistics here,
and all kinds of anecdotes and all kinds
of stories. The bottom line is we are at-
tempting to bring the FDA into this
century. This century is almost over.
We are attempting to try to take a
tired, inefficient bureaucratic ideologi-
cally driven agency and introduce it to
the modern era. We are trying to take
advantage of these marvelous techno-
logical breakthroughs in drugs and de-
vices and products that are occurring
at an ever increasing rate around the
world, but particularly in the United
States, and make them available to
American consumers to improve their
health, to ensure their safety, to pro-
long their lives, to save their lives.
That is why we have formed an ex-
traordinary coalition between Repub-
licans and Democrats. This has nothing
to do with party lines, liberals, con-
servatives, and everybody in between.
There was an almost unprecedented
vote in committee of 14 to 4, and we
would have had even a better vote than
that if we went back and did it now be-
cause we have resolved some of the
concerns that those four had. We
wouldn’t get all four. But we would
have even a better vote—probably more
like 16 to 2 because we have addressed
those concerns that were raised in
committee. Those Members thought
that they had better reserve their vote
and negotiating ability. And we re-
solved that.

We have done an extraordinary
amount of negotiating from the time
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the committee passed the bill out until
this point. We were that far away in
July from resolving this. In the nego-
tiations with Senator KENNEDY, we
made 30-some concessions on a bill that
passed 13 to 4 in order to get the ap-
proval of one person because one per-
son could tie this thing up proce-
durally. We made 30-some conces-
sions—concession  after  concession
after concession by the chairman, this
Senator, and other Senators. What is
the problem? How can we fix it? Can
you work it out? Can you go along with
the bill, if we did that? Can you do
that?

We finally threw our hands up in
total exasperation because every time
we thought we were at the goal line,
no, move the ball back another 15
yards to another position. Take that
up. Will that do it? Yes. Solve that.
Then they thought of another one.
There was always a reason to delay and
delay. And then we went through the
August recess. If we were talking about
making a widget, if we were talking
about something that didn’t affect the
health and the safety of the American
people—I suppose that is just part of
the process here—but we are talking
about people waiting for steps that
would save their lives; waiting for ap-
proval from FDA of drugs that can po-
tentially keep them from dying, wait-
ing for products that can make their
life a little more tolerable while we
play games in the U.S. Senate because
one person doesn’t think it is a perfect
bill in front of him, even though there
is a widespread majority in support of
it. That is wrong.

So | am glad we are moving forward.
| am sorry that we had to invoke a pro-
cedure to cut off a filibuster to do it.

I understand people may have some
concerns about this bill. It is not a per-
fect bill. It passed through months of
arduous negotiation. There has been
give and take. Every Senator is free to
come down here and make his point
and raise his objection and offer an
amendment and take a vote. If it
passes, the bill will be modified. If it
fails, instead of taking the ball and
going home and saying we are not
going to play anymore, let’s just say
apparently | wasn’t persuasive enough,
or maybe | got my facts wrong, or
maybe that is not what the majority
wants to do. But let’s not deny health
improvements and safety improve-
ments for the American people and the
American consumer just because we
don’t get our way. Let’s move forward.
We will now.

We have invoked cloture. | regret
that we had to do that. | regret we had
to go through the month of August
waiting to reconvene, because there are
people out at FDA that are going to be
laid off if we do not get this thing mov-
ing. All the efforts that we have done
to try to hire additional people out
there will be undermined in terms of
drug approval because we can’t get this
bill moving.

So let’s move forward. Let’s raise our
objections. Let’s have a debate. Let’s
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have a vote and accept the result, and
let’s move forward with FDA reform.

Mr. President, | will have more to
say about this at a later time. | have
not gotten into the “what.” | was talk-
ing about the “why’’ here—why do we
need reform. | have not gotten into
what the bill includes. It is a broad bill
with a lot of depth. It covers a lot of
areas. It is significant reform. It is not
as much as this Senator would like. It
is more than some other Senators
would like. But it is a big step in the
right direction.

I just note for the RECORD that I
don’t know what is going on, Mr. Presi-
dent, at the White House. We have been
without a commissioner now at FDA
for some time. They nominated some-
one this week, and then withdrew the
nomination 24 hours later. | don’t know
why. But | urge the administration to
continue its search. I am going to sug-
gest a couple of names to them of peo-
ple, if they need people to look at. I
don’t do it with any hope that they
think anybody | would suggest ought
to head up FDA—not this administra-
tion. But we ought to get somebody in
there who is willing to exercise the
oversight and the administrative abil-
ity to work with the Congress in bring-
ing this agency into the modern era
and improving the way things are done
there. There are a lot of dedicated,
competent, hard-working scientists
and researchers and medical personnel
at FDA who deserve to have competent
leadership, competent management,
and deserve to have the support of this
Congress in providing the funds and
providing the technology and providing
the assistance in expediting in an ap-
propriate manner the bringing to mar-
ket of drugs and devices that can make
a difference in people’s lives.

Mr. President, there is more to come
later. | yield the floor.

Mr. DURBIN addressed the Chair.

The PRESIDING OFFICER (Mr.
HAGEL). The Senator from lllinois.
UNANIMOUS-CONSENT
AGREEMENT—S. 1061
Mr. DURBIN. Mr. President, | ask

unanimous consent that it be in order
to offer two amendments to S. 1061,
even though the bill is not pending,
and that those two amendments be laid
aside.

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

AMENDMENT NO. 1078
(Purpose: To repeal the tobacco industry set-
tlement credit contained in the Balanced

Budget Act of 1997, as amended)

The PRESIDING OFFICER.
clerk will report.

The assistant legislative clerk read
as follows:

The Senator from Illinois [Mr. DURBIN], for
himself and Ms. COLLINS, proposes an amend-
ment numbered 1078.

The amendment is as follows:

At the appropriate place, insert the follow-
ing:

gEC. . REPEAL OF TOBACCO INDUSTRY SET-
TLEMENT CREDIT.—Subsection (k) of section

The
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