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The Senate met at 12 noon, and was
called to order by the President pro
tempore [Mr. THURMOND].

PRAYER

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

Thank You, dear God, for the anchor
of hope in You that we have for the
storms of life. When we lower our an-
chor, we know it will hold solid in the
bedrock of Your faithfulness in spite of
the billows of adversity and blasts of
conflict. We are able to ride out the
storms of difficulty and discourage-
ment because we know You will sus-
tain us. We share the psalmist’s con-
fidence, ‘I wait for the Lord, my soul
waits, and in His word I do hope.”’—
Psalm 130:5.

Our hope is not in the supposed reli-
ability of people, the presumed predict-
ability of circumstances, nor the imag-
ined security of human power. Our
hope is in Your grace and truth. We
know You will never leave us nor for-
sake us.

Keep us anchored today so we won’t
drift from our commitment to serving
You. We claim Your destiny for our
life. And throughout this day, may we
feel the tug of the anchor and know
that we are indeed secure. In the name
of our Lord and Saviour. Amen.

———
RECOGNITION OF THE ACTING
MAJORITY LEADER
The PRESIDENT pro tempore. The

able acting majority leader, the senior
Senator from Vermont, is recognized.

Mr. JEFFORDS. Thank you, Mr.
President.
———
SCHEDULE

Mr. JEFFORDS. Mr. President, today
the Senate is resuming consideration
of S. 830, the FDA reform legislation.
Under the consent agreement, there
will be 4 hours of debate prior to a vote
on final passage of the bill. Some of

Senate

that debate time may be yielded back.
Therefore, Senators can expect a roll-
call vote on passage of S. 830 between
3:45 and 4 o’clock this afternoon.

Following that vote, the Senate may
begin consideration of the D.C. appro-
priations bill. Additional rollcall votes
may occur throughout the day as the
Senate considers the last of the appro-
priations bills. The Senate may also
consider any of the available appro-
priations conference reports.

I thank my colleagues for their at-
tention.

———

FOOD AND DRUG ADMINISTRATION
MODERNIZATION AND ACCOUNT-
ABILITY ACT OF 1997

The PRESIDING OFFICER (Mr.
SMITH of Oregon). Under the previous
order, the Senate will now resume con-
sideration of S. 830, which the clerk
will report.

The legislative clerk read as follows:

A Dbill (S. 830) to amend the Federal Food,
Drug and Cosmetic Act and the Public
Health Service Act to improve the regula-
tion of foods, drugs, devices and biological
products, and for other purposes.

The Senate resumed consideration of
the bill.

The PRESIDING OFFICER. Under
the previous order, there will now be 4
hours of debate to be equally divided
between the chairman and the ranking
member.

Mr. JEFFORDS. Mr. President, this
is, hopefully, the final moments of de-
bate on the FDA reform bill. There is
no Senator who has been of more help
and assistance, not only to the com-
mittee but to her constituents, than
the Senator from Maryland. Thus, I am
pleased that the one who will be open-
ing the debate today is that Senator.
So I yield her such time as she may
consume; and may she consume a lot of
time.

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

Ms. MIKULSKI. Mr. President, thank
you.

Mr. President, in a few hours we will
be voting on the final passage of the
FDA Modernization and Accountability
Act.

I am so pleased that this day has fi-
nally arrived. I thank the chairman of
the Labor Committee, Mr. JEFFORDS,
for all of his incredible patience, per-
sistence, dedication, and attention to
really lead the mission to move FDA
into the 21st century. I thank him for
his heartfelt devotion to accomplishing
this mission and for never giving up. I
also want to thank his staff for their
hard work and for the bipartisan, non-
partisan way in which they worked.

Let me also acknowledge the tremen-
dous contribution of the ranking mem-
ber, Senator KENNEDY. There is no
doubt that this is a better bill and FDA
will be in better shape because of his
efforts.

Mr. President, I have worked on FDA
reform for a number of years. When I
was a Member of the House of Rep-
resentatives, we embarked, on a bipar-
tisan basis, to ensure consumer protec-
tion, to prevent dumping of drugs that
did not meet our standards into Third
World countries.

Then coming to the Senate, I joined
with my colleague from Massachusetts,
Senator KENNEDY, and with the Sen-
ator from Utah, Mr. HATCH, in fash-
ioning something called the Prescrip-
tion Drug User Fee Act, otherwise
nicknamed PDUFA. What PDUFA did
is provide, through a user fee mecha-
nism, the ability to hire 600 more peo-
ple at FDA to analyze the safety and
efficacy of pharmaceuticals to move
them to the marketplace.

Because of PDUFA and the great leg-
islative idea of Kennedy-Hatch, FDA
was able to hire more people to exam-
ine products that were being presented
for evaluation and get them to clinical
practice more quickly.

The leadership of Kennedy-Hatch on
PDUFA has not only stood the test of
time, but it has shown that we can ex-
pedite the drug approval process while
maintaining safety and efficacy.
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But while PDUFA made a huge dif-
ference, it became clear that PDUFA
was not enough. More staff operating
in an outdated regulatory framework
without a clear legislative framework
was deficient.

That is when we began to consult
with experts in the field of public
health, particularly those involved in
drugs and biologics on where we needed
to go. While we were considering this,
the world of science was changing. We
were experiencing a tremendous revo-
lution in biology. We went from basic
discoveries in science, particularly in
the field of chemistry and physics, to a
whole new explosion in biology and ge-
netics and biologic materials. We also
went from a smokestack economy to a
cyberspace economy in which the very
tools of information technology could
enable us to improve our productivity.

It became clear that we needed an
FDA with a new legislative framework
and a new culture and a continued
commitment to the traditional values
of safety and efficacy. This is when we
began to put together what we called
the sensible center on FDA reform. One
often hears about partisan bickering.
One often hears about prickly relation-
ships between the two parties. But I
tell you, thanks to the leadership of
Senator Kassebaum, who initially
chaired this initiative, we, Republicans
and Democrats, worked together be-
cause we never wanted to play politics
with the lives of the American people.
What we wanted to do is to make sure
the American medical community and
the world medical community had the
best clinical tools at their disposal to
help save lives.

We saw the reform of FDA accom-
plishing two important policy goals—
saving lives and at the same time gen-
erating jobs in our own American econ-
omy in the fields of pharmaceuticals,
biologics, and medical devices.

Senator Kassebaum took important
steps forward. Senator JEFFORDS as-
sumed that mantle and brought us to
this point today.

What will this bill do? Why is it so
important? It gives, first of all, a clear
statement on what is the mission and
purpose of FDA—to save lives with
pharmaceutical and biologic products
and to maintain the safety of our food
supply. This bill does not deal with the
food safety issue, but it sure does focus
on those things that normally would
take place in clinical practice.

Why is it so important? It stream-
lines the regulatory process, it reau-
thorizes that very highly successful
PDUFA, to make sure we have ade-
quate staff, and it creates an FDA that
rewards significant science while pro-
tecting public health.

It means that new lifesaving drugs
and devices will get into clinical prac-
tice more quickly. It will enable us to
produce products that we can sell
around the world saving lives and gen-
erating jobs.

What is so great about pharma-
ceuticals, biologics, and medical de-
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vices is that they are translingual,
they are transcultural. When you need
a new drug and it is approved by FDA,
whether you live in Baltimore or
whether you live in London or whether
you live in Bangladesh, you need it. If
you then use a medical device, you
know if it is safe in Maryland, it will
be safe in Moscow or Malaysia. This is
why this will offer us a whole new op-
portunity in exports.

I am really proud of FDA. I am proud
of all the people who work at FDA, and
under very Spartan resources. Why?
Because it is known as the gold stand-
ard around the world for product ap-
proval. We want to maintain that high
standard, and at the same time we
want to make sure that the FDA is
ready to enter the 21st century.

This legislation will be the bridge to
the future, maintaining the evaluation
of safety and efficacy with the new
tools to be able to participate in a 21st
century science environment and a 21st
century economy. This bill sets up a
new legislative and regulatory frame-
work which reflects the latest sci-
entific advancements. That framework
continues the FDA’s strong mission to
public health and safety, but it sets a
new goal for FDA—enhancing public
health by not impeding innovation or
product liability through unnecessary
red tape that only delays approval.

There is an urgency about reauthor-
izing PDUFA. Its authority expires at
the end of this month. PDUFA has en-
abled FDA to hire 600 new reviewers,
and to cut review times from 29 to 17
months over the last 5 years. If we fail
to act now, it means the people who
have been working on behalf of the
American people and the world will get
RIF notices. We cannot let them down,
because we do not want them to let the
American people or the world down. We
risk losing talented employees and
slowing down the approval process.

Delay will hurt dedicated employees,
but more importantly it will hurt pa-
tients. Patients benefit the most from
this legislation. Safe and effective new
medical tools will be helping patients
live longer lives or get better quicker.

We are not just extending PDUFA.
We are improving it. Currently,
PDUFA only addresses something
called the review phase of the approval
process. Our bill extends PDUFA to
streamline the early drug development
phase as well.

What does this mean? New innova-
tions. We are going to be able to allow
for electronic submissions. We want to
improve productivity. Instead of car-
loads of paper, stacks and stacks of
material not being able to be utilized
in an efficient way being deposited at
FDA, companies will be able to make
those electronic submissions. This re-
duces not only paperwork but actually
provides a more agile way for scientific
reviewers to get through the data in a
way that improves efficiency while
they are analyzing efficacy.

Updating the approval process for
biotechnology is another critical com-
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ponent of this bill. Biotechnology is
one of the fastest growing industries in
our country. In my own State of Mary-
land, there are 143 of these companies.
They are working on everything from
AIDS to Alzheimer’s to Parkinson’s
disease, to breast and ovarian cancer,
as well as new immunizations for chil-
dren.

These are absolutely vital areas of
endeavor. We want to be able to help
them develop these new areas, go
through a submission at FDA to make
sure they are safe, and get new prod-
ucts out there doing their job of im-
proving people’s health.

The job of FDA is to make sure that
safe and effective products get to our
patients. Our job, as Members of Con-
gress, is to fund scientific research
through NIH and other Federal labora-
tories and extramural research at great
institutions like the University of
Maryland and Johns Hopkins and at
the same time to provide FDA the reg-
ulatory and legislative framework to
evaluate new products to make them
available to doctors and to patients.

That is why I am fighting for this.
There have been many issues raised in
this debate. Some have been very ro-
bust. Some have even been prickly. But
I tell you, I want to absolutely say that
I am on the side of FDA. I am abso-
lutely on the side of safety. I am abso-
lutely on the side of efficacy. I believe
this is what this bill does.

This legislation should not be a bat-
tle of wills, it should not be a battle
over this line item or that line item. It
should be really a battle over what is
the best way to make sure the Amer-
ican people have from their physicians
and other clinical practitioners the
best devices and products to be able to
save their lives.

Mr. President, my dear father died of
Alzheimer’s. He was in the final stages
when I became a U.S. Senator. He was
so ill that he could not come to that
marvelous night in my life when I won
the general election and knew I would
be the first Democratic woman ever
elected in her own right. I spoke to my
father that election night, via TV be-
cause he could not be there, to thank
him for what he did for me and my sis-
ters. With Alzheimer’s, I watched my
father die one brain cell at a time. It
did not matter that I was a U.S. Sen-
ator, it did not matter that I was help-
ing fund research at NIH, my father
was dying.

My father was a modest man. He
didn’t want a fancy tombstone or a lot
of other things, but I vowed, I prom-
ised, in my heart of hearts I would do
all I could to find a cure for Alz-
heimer’s. I would do all I could for
those people who have Alzheimer’s or
other forms of dementia or other mind
diseases. While I did that, I promised
also that I would do all I could to make
sure those tools moved to the clinical
practice as fast as they could.

Every one of us has faced some type
of tragedy in our lives where we look
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to the American medical, pharma-
ceutical, biological, and device commu-
nities to help us. I have done that so
many times. I am grateful to the med-
ical communities in the United States
of America.

When my own mother had one of her
last horrible heart attacks that was
rapidly leading to a stroke there was a
new drug that was so sophisticated
that if it was administered quickly
could help her avoid having a stroke. It
required informed consent, because
even though it was approved it was so
dramatic in the way it thins the blood,
almost to a hemophilia level, that you
needed consent on the scene.

I heard all of the medical pros and
cons of that. I was advised by a great
clinician at Mercy Hospital and I gave
that approval because my mother was
not conscious and not able to do that.
And guess what? That new drug ap-
proved by FDA, developed in San Fran-
cisco, got my mother through her crit-
ical medical crisis with the hands-on
care of the Sisters of Mercy at Mercy
Hospital. My mother did not have a
stroke because we avoided the clotting
with the help of this new dramatic
drug.

I give praise and thanksgiving to God
for that and the ingenuity of the Amer-
ican medical community that enabled
my mother to stay with us 100 more
days so she could be back at home,
have conversations with us, her grand-
children, and so she could, even in her
final days, continue a telephone min-
istry that she had. She was a member
of a parish group called the Cheer Up
Club where other shut-ins called each
other. Let me tell you, the best ‘‘Cheer
Up Club” I can belong to is right here
in the U.S. Senate when we pass FDA
reform to make sure that when a phy-
sician works with a patient or a family
they are cheered because they have
these new tools.

Mr. President, I thank you for the
time given to me to speak today. If I
seem a little emotional, you bet. I love
my family, as so many of us do, and
this is why I so rely upon the American
medical community and FDA to make
sure that the best pharmaceutical, bio-
logical, and medical devices are avail-
able to the American people and also to
the people of the world.

I look forward to voting for final pas-
sage and having a conference report to
bring back.

Mr. JEFFORDS. I thank the Senator
from Maryland for a most eloquent and
moving personalized statement, as well
as her efforts that have gone on to im-
prove the FDA for all of us.

Mr. KENNEDY. Mr. President, I also
join in expressing great appreciation to
the Senator from Maryland in terms of
the FDA reform.

She speaks very eloquently, passion-
ately, and emotionally about the fam-
ily’s personal experience with the
breakthroughs of modern medicine and
what it can mean to those afflicted by
the scourge of so many of these dis-
eases.

CONGRESSIONAL RECORD — SENATE

I must say I join with Senator JEF-
FORDS in saying that no one on the
committee has been as tireless in pur-
suit of FDA reform as the Senator from
Maryland. As a tireless advocate for
FDA, she has brought great knowledge
and understanding to achieve the goals
that she has outlined here and I think
all of us pay tribute to her.

I want to thank her, as well, for com-
menting positively on the work of the
people at the agency. There are many
individuals at FDA who could, at the
drop of a hat, go to the private sector
and other areas and be better off finan-
cially. But who, because of their com-
mitment to the public, are trying to do
a job they believe in and are willing to
serve the public.

Ms. MIKULSKI. I thank the Senators
from Massachusetts and Vermont for
their very kind comments.

I also thank you for the cooperation
of your staff, and wish to acknowledge
the role of Lynne Lawrence and Ro-
berta Haeberle.

But let’s get FDA the right staff that
they need.

Mr. JEFFORDS. Mr. President, be-
fore yielding to the Senator from New
Hampshire I would like to say he has
spent as much or more time than any-
one on this legislation and has had the
very difficult chore of working in this
very controversial area of uniformity.
It is so essential that this Nation have
uniformity so that when they buy a
product they can know with the assur-
ance of the FDA that the product they
are getting is one that will be safe and
helpful. Many, many hours the Senator
has spent working on this issue, as well
as the bill generally. I praise and thank
him.

Mr. GREGG. I thank the chairman of
the committee.

Mr. JEFFORDS. I yield such time as
the Senator from New Hampshire de-
sires.

The PRESIDING OFFICER (Mr. ROB-
ERTS). The Senator from New Hamp-
shire.

Mr. GREGG. I wish to join with oth-
ers in stating my admiration for the
chairman’s efforts here in getting this
bill forward. He understates his role if
he thinks somebody has worked harder
than he. He is clearly the person who
has put the most time in this and de-
veloped an excellent bill.

That is the point. The bill reported
out of the committee came out of the
committee with a huge vote, 14-4, a
very definitive statement by the com-
mittee which has a fair number of ex-
perts, one of whom you just heard, Sen-
ator MIKULSKI from Maryland, on var-
ious parts of this bill, a fair number of
experts who understand the importance
of bringing the FDA into the 21st cen-
tury.

Why is it important? I think the
statement has been made over and over
again here in the last few days, but I
think it needs to be made again. The
fact is this involves people’s lives. We
have spent a lot of time on this bill and
we have had a lot of votes on this bill.
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We had an 89-5 cloture vote on Sep-
tember 5; a 94-4 cloture vote on Sep-
tember 17; and yesterday, a 98-2 vote in
favor of the bill. At some point, people
should be willing to say enough is
enough. It was inappropriate to delay
this bill as much as it has been de-
layed.

This is about people’s lives. The ca-
pacity to get these drugs out, to get
these devices out, to give people the
ability to use these various pharma-
ceutical treatments and various device
treatments which are in many in-
stances going to save lives and in al-
most all instances going to improve
lives, is critical.

I have a situation in New Hampshire.
An attorney named John Hanson wrote
to me about a friend of his who, regret-
tably, has ALS, or Lou Gehrig’s dis-
ease. This is a horrible disease. It is a
disease that eats away at your capac-
ity as an individual to function. Al-
though your mind stays sharp, the rest
of your body fails. Every day that goes
by is a critical day to this individual,
every day that goes by.

Now, the FDA had a product before it
called myotropin which is waiting for
approval. The people who have ALS are
very interested in getting this drug,
but they can’t get it because the FDA
has taken the position that it is not
yet available on the market.

Why is that? It is because of this long
lead time of bureaucratic activity that
is the wrap-up period for the approval
of drugs. Regrettably, as a result of
that long lead time, which can be years
and years and years, many people are
unable to get these drugs which are so
important to them. In a case like ALS,
of course, it really is the individual
who should have some option in being
able to choose whether or not to use a
drug. That individual has a pretty
stark choice before them—die as a re-
sult of the disease you have; or maybe
have a chance of surviving as a result
of taking a drug which maybe has not
had years of review but has only had a
few years of review.

So the issue is how do we get the
FDA to approve these drugs, approve
these devices in a prompter manner, in
a manner which doesn’t give up any of
the need for making sure that the
drugs are safe and that they work,
making sure that the devices are safe
and that they work, but does give up
the bureaucracy which has for so long
and so often stifled a prompt review
process.

So this bill which the Senator from
Vermont has brought forward today
really does attempt to overcome what
you might call the culture of overcau-
tiousness which has become, regret-
tably, the culture of the FDA. It is an
attempt to say to the FDA in a very
definitive way, listen, we understand
the importance of what you do, we un-
derstand that you are sincere and com-
mitted individuals. But we also under-
stand there is another part of this for-
mula that is called getting the drugs to
the patients, getting the devices to the
patients.
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So, let’s start working as a team to
get these things out quickly. To ac-
complish that, a number of proposals
were put forward to make the FDA
work more effectively and make the
drugs and devices which are distributed
across this country more understand-
able in their usage and also more read-
ily available when they work.

We have heard a lot of discussion, of
course, about section 404. I note that
the Senator from Massachusetts has
another group of lists up there on sec-
tion 404 of people involved in this issue.
One thing that has been mentioned is
that this new section 404 may in some
way be tied into the fen/phen issue.
Well, it is not. Section 404 is a device
section. It is not a drug section and
does not apply to drugs or drug manu-
facturers. Using that as an example,
which just recently occurred, is truly a
red herring. The purpose of section 404
obviously is to try and get these de-
vices out in a more prompt and effi-
cient manner.

Now this language was put together
after a lot of work and a lot of negotia-
tion, a lot of discussion, with all the
different parties involved. I know the
Senator from Vermont was actively in-
volved, the Senator from Indiana was
aggressively involved. My sense is that
everybody who had a legitimate con-
cern about section 404 had a fair hear-
ing before the committee, and the com-
mittee decided that the compromise
language which was put in the bill—
and believe me, it was compromise lan-
guage—on section 404 was the most ef-
fective and appropriate way to go. The
committee decided it by a 144 vote.

I hope this Congress and this Senate
specifically would give considerable re-
spect to the efforts that were made at
the committee level on this specific
issue. I do think in this instance the
Senator from Massachusetts is just
plain wrong. His position is not con-
sistent, in my opinion, because he has
brought in debate over drugs with the
medical device issue, but more impor-
tantly, it is not the position which was
adopted by a vast majority of the mem-
bers of the committee, because we un-
derstood the importance as a majority
in the committee, 14 people who voted
for this, of getting out some major re-
form in the FDA laws which would
allow for a prompter approval process
without giving up any of the issues of
safety or effectiveness of the drugs or
the devices that are being involved
here.

I congratulate the Senator from
Vermont again for moving forward. It
appears we may actually be getting to
the end of the day on this bill relative
to passage. I hope we would not see any
more of this delay tactic as we move
down the road because every day that
gets delayed potentially costs a life,
and certainly causes people who need
these drugs, need these devices, a tre-
mendous amount of anxiety on top of a
situation which in almost every in-
stance is already filled with extraor-
dinary anxiety because of the type of
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disease or problem they have. So let’s
get on with doing the business of the
Senate and pass this bill.

Mr. JEFFORDS. Mr. President, I
want to take a moment to thank the
Senator from New Hampshire again for
the incredible amount of work he has
done, and I hope we heed his advice.

I yield the floor.

Mr. KENNEDY. Mr. President, I yield
as much time as he needs to the Sen-
ator from New Mexico.

The PRESIDING OFFICER. The Sen-
ator from New Mexico is recognized.

Mr. BINGAMAN. Mr. President, I
thank the Senator from Massachusetts
and I wish to speak as in morning busi-
ness for up to 10 minutes.

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

(The remarks of Mr. BINGAMAN per-
taining to the introduction of S. 1210
are located in today’s RECORD under
“Statements on Introduced Bills and
Joint Resolutions.”)

Mr. KENNEDY. Mr. President, we are
moving on in the consideration of FDA
reform. I would like to review where we
are, where we have come from, and
where I believe we ought to go on this
important issue that is intimately tied
to the public health and safety of the
American people.

I would just like to remind our col-
leagues and others about the impor-
tance of this agency. We will be debat-
ing about section 404 of the FDA legis-
lation that is before us. It might sound
like a small, narrow provision in a
complicated piece of legislation, but its
implications are profound in terms of
potential impacts on the health and
safety of millions of American people.

Senator REED, myself, and others
have attempted to make the case that
we are unnecessarily risking the health
of the American people. We are doing
this because we are effectively permit-
ting false and misleading information
to be placed on the labels of medical
devices that are submitted to the FDA
for review. We are doing this and at the
same time, tying the hands of the FDA
to look behind those labels and into
the real purpose of the medical device.
We are creating a loophole that will
allow companies to submit their prod-
ucts under a protocol they know will
allow for quick approval, but whose
clear intention is to market the device
for uses that are different from those
they listed when they went through the
approval process.

Over the last few days, we have re-
viewed the most prominent example of
this issue when we talked about the bi-
opsy needle of U.S. Surgical Co. We dis-
cussed how they were able to get ap-
proval for the device by telling FDA
that it was substantially equivalent to
a device they already had on the mar-
ket. But, in reality, the biopsy needle
that was on the market excised an
amount of tissue that was less than the
size of the lead in a pencil, and the new
device they submitted to FDA removes
a piece of tumor that is 50 times larger
than would be removed with the exist-
ing needle biopsy device.
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It is quite clear from the evidence
that we are able to advance on the
floor of the Senate, both the cor-
respondence we received from doctors
about marketing practices and a pro-
motional videotape, that this device
was being promoted for an entirely dif-
ferent purpose than the one U.S. Sur-
gical listed on the label it submitted to
FDA. Due to this maneuvering, we did
not have the proper Kkind of safety in-
formation available to the principal
agency of Government that is charged
with protecting the safety and health
of the American people.

I cannot understand why we, by way
of this legislation, are denying that
Federal agency the opportunity to ade-
quately protect the American people.
And it isn’t just me, 35 other Members
of the Senate, more than a third of the
Senate, indicated a similar position
with their votes yesterday. Virtually
all of the consumer groups are with us
as well.

I have illustrated on this chart some
of the organizations that are working
to protect patients, that listen to pa-
tients, and that understand the need of
patients, and that stand with us on this
issue. They are virtually unanimous in
their concern about this particular pro-
vision.

I have in my hand articles about the
FDA which have been published over
the period of the last 2 days. This is an
agency that is on the cutting edge of
many health-related issues. It is
charged with many different respon-
sibilities that have enormous impacts
on the lives and well-being of American
people.

Here we have on September 22 a
major article: ‘“‘Doctors want approval
to inject themselves with live virus’—
HIV. This will be a decision the group
will seek approval. From whom? From
the FDA.

Here is another— ‘FDA sets rules on
supplemental labels.” The FDA pub-
lished final rules yesterday aimed at
making * * * manufacturers put more
information on labels.

Why are they doing that? To protect
the American public. They have re-
sponsibilities for that.

FDA acts to get more women in drug stud-
ies. That is very appropriate and very impor-
tant to do.

FDA moved [yesterday] to force drug com-
panies to stop excluding young women from
studies of promising new medicines out of
fear they will get pregnant, curbing the re-
search.

And, again:

FDA told the drug companies to include
women in all stages of drug tests.

Then it goes on about the importance
of having women represented in drug
trials so we can understand how they
will affect women. That can’t be
learned from studying the effects on
men because of the metabolic and
other differences between men and
women.

Here is another example of FDA
looking out after public health issues,
and the impact of pharmaceuticals on
our population.
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On September 23 here is the long
story in the New York Times.

Thirty-seven years later, a second chance
for thalidomide. Officials at the agency an-
nounced today they intend to approve tha-
lidomide for use in leprosy patients, as long
as the New Jersey ... company seeking
market approval adheres to conditions, in-
cluding elaborate restrictions intended to
keep the drugs away from women who might
be pregnant.

Here is the FDA looking after what?
Looking after a possible cure for lep-
rosy and making sure that women who
are expecting are protected from tha-
lidomide.

What is the role of the agency? Look-
ing after the women and children—
looking at trying to find some cure for
leprosy.

What is another role of the FDA?
Trying to make sure that all members
of our population are included in the
review of various pharmaceuticals.

Here is a story on E. coli bacteria.
We remember the stories across the
country a little over a year ago and the
dangers that were posed in terms of the
health of the American people. This
has no direct connection with the issue
surrounding FDA reform except that
it, too, comes against a background of
years of determination, —the ‘‘meat in-
dustry and anti-regulatory forces to
block long overdue improvements in
the way the Government monitors the
meat safety.”

Here is an example of an editorial ad-
vising us to be cautious in our rush to
regulatory reform. Let’s not override
safety.

That is what this editorial is about—
the same message we are delivering
today—in our rush to reach these
thoughtful and important reforms,
let’s not override safety.

This editorial involved a different
issue—E. coli and meat products. It
may be E. coli today, but it may be an
unsafe medical device tomorrow.

Again, on the 23d, FDA. The approval
of thalidomide, lawsuits filed against
the fen/phen, and many other articles.
The FDA published a rule on the 23d—
from the Washington Post:

Final rules aimed at making supplemental
manufacturers put more information on the
labels. The rules restrict the use of the term
“high potency,” requiring products such as
vitamins, minerals, herbs, and amino acids
to be labeled as dietary supplements and la-
beled also to provide information about serv-
1ng size.

What is the agency doing in each of
these cases that made the newspapers
over the past few days? Protecting the
American public. In each and every ex-
ample that we have cited FDA is trying
to protect the American public on a
wide variety of issues.

We are talking today about doing the
same thing with regard to medical de-
vices, protecting the public from false
and misleading labels. That is the
issue. It is not the only issue, but the
Senator from Massachusetts, the Sen-
ator from Rhode Island, for the patient
advocacy and consumer groups, it’s the
primary issue. There hasn’t been a sin-
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gle patient advocacy group that has
been advanced by those that are op-
posed to our position here during the
course of this debate. Not one. Why?
Because they cannot find any. Why?
Because this provision is a direct
threat to the health and safety of the
American consumers. And virtually
every group that has studied it, that
has reviewed it, understands that.

That is where we are. We want to let
the American people know the impor-
tance of the FDA. Let them know how
it is out there trying to provide protec-
tion for the American people. That is
what we believe should be the case on
the provisions that we have been dis-
cussing here, with section 404.

Because of the Senate vote yesterday
tabling the Reed amendment, the FDA
reform bill still includes the provision
that seriously threatens the public
health—the provision that must be re-
moved before this legislation becomes
law. This provision encourages device
manufacturers to lie to the FDA and
forces FDA to approve medical devices
that have not been adequately tested
to assure that they are safe and effec-
tive. Weeks ago, the Secretary of HHS
identified this provision as one that
would lead her to recommend a veto if
it were not removed. Despite what
some of my colleagues say, this is not
a new issue. The Secretary identified it
last June, identified it again in July,
and identified it again in September as
one of the administration’s principal
concerns.

It is virtually the only technological
issue that remains to be resolved on
this bill. Every major public health and
consumer organization that has taken
a position on this provision strongly
opposes it.

While the Reed amendment was de-
feated yesterday, I anticipate the bill
itself will be adopted by the Senate
today. This is not the end of the story.
There are many procedural steps that
must be taken before the bill becomes
law, including action by the House,
reconciliation of the bills passed by the
House and Senate, and the signature of
the President. There will be many
more opportunities for debate before
this bill can even go to conference. I
believe that in the end the public inter-
est will prevail.

I intend to discuss this provision dur-
ing the course of today’s debate on the
bill. I would like to begin by reviewing
the reasons we embarked on an FDA
reform bill in the first place and how
much we have been able to improve the
original bill.

As I mentioned earlier, there are few
more important agencies of the Fed-
eral Government than the Food and
Drug Administration. The FDA is re-
sponsible for assuring that the Nation’s
food supply is pure and healthy. The
FDA provides a guarantee that the
drugs and devices we rely on to cure or
treat diseases are safe and effective. It
wasn’t always that way. Medical device
legislation was adopted in the mid-
1970’s.
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If it does its job well, the FDA can
speed medical miracles from the lab
bench to the patient’s bedside. And if
the agency does its job poorly, it can
expose millions of Americans to unsafe
or ineffective medical products and
jeopardize the safety of our food.

The record of the FDA in moving
these various medical devices through
the process and moving them from the
manufacturer onto the market is im-
proving. We have seen significant and
dramatic improvement over the period
of the last 3 years. In the premarket
notification process known as 510(k),
which about 95 percent of all the med-
ical devices come through, the median
review times have dropped from 199
days to 93 to 85 days, meeting the
standard of 95 percent of all of those

submitted. That 1is extraordinary
progress. And for the more com-
plicated, newer devices, the break-

through kinds of devices, which ac-
count for only 5 percent of submis-
sions, review times have been reduced
to about 40 percent of the time between
1993 and 1996.

This is the record. That is why there
is within the medical device industry,
general support for the steps taken by
the agency.

Here is the Medical Device and Diag-
nostic Industry magazine of this year.

With improvements in FDA product review
performance, despite a more challenging do-
mestic market, device companies are more
optimistic than ever. Company executives
report a substantial improvement in FDA
performance, particularly in 510(k) product
approval times.

This is the Medical Device and Diag-
nostic Industry magazine commenting
on the performance of the FDA in
terms of its approval ratings.

This year’s survey of medical device manu-
facturers marks the highest business climate
ratings ever.

Here we have the industry magazine
talking about how effective the FDA is
in moving these devices through the
process expeditiously. And now, even
with this information, we are under-
mining the ability of that agency to
provide adequate protections for public
health and safety.

(Mr. COATS assumed the chair.)

Mr. KENNEDY. If the agency was not
doing a good job, if we were seeing
these bureaucratic delays denying pa-
tients products, at least there would be
an arguable position. But what we are
talking about here is the industry’s
own assessment about the effectiveness
of the agency. They are pointing out
how hopeful and optimistic they are
about the recent performance of the
agency in quickly approving devices.

Not only have they made progress in
moving them expeditiously, but now a
number of the medical manufacturers
want to diminish the existing power of
the FDA to assure proper safety. The
American people must ask why. We do
not have the kind of problems that we
had years ago with the Dalkon shield
and the Shiley heart valve. We do not
have the kinds of problems that we had
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with earlier medical device tragedies.
What we have now is an excellent
record of safety and effectiveness with
devices, and it is against that back-
ground we find some in the medical de-
vice industry want to make it even
more profitable for themselves, and to
do so at the risk of the public.

Continuing along with the survey:

The overall results of the survey indicate
widespread satisfaction with the medical de-
vice business climate. A substantial major-
ity of the survey respondents characterized
business conditions for the device industry
as good to excellent. One important cause of
this year’s improved outlook is perceived im-
provement in relationships with the FDA.
The declining complaints about the agency
mirror the increase in positive business out-
looks. Much of this improvement is no doubt
due to the dramatic decrease in the last 2
years of 510(k) product approval times which
the FDA has made a lead focus of its internal
reforms.

Ray Larkin, President and CEO, Nelcor,
Purett & Bennett, Pleasanton, CA, under-
lines the extent of the improvement of the
FDA: ‘““As critical as I may have been a year
ago, I think they have made significant im-
provements in the product approval and the
compliance side. The whole regulatory envi-
ronment is improving.”’

This is what industry itself is saying
about the FDA. This is not just those
of us who are opposed to this particular
provision. This is the industry itself.
How many times have we heard, “If it
is not broke, why fix it.”” And here we
have the wide approval by the regu-
lated industry itself. And yet some
here in this body want to deride this
progress and put the American public
at risk by denying the agency the abil-
ity to review important information
about safety and effectiveness when
the information on the label is false
and misleading.

And here is Medical Economics of
this year.

The demand for devices has created a
worldwide market of $120 billion including
$50 billion in the U.S.

That’s growing by 8 percent annu-
ally.

A healthy industry, thank goodness,
because I think all of us know the im-
portance of these medical devices when
they are safe and effective. But we
have to make sure they are safe and ef-
fective. We do not want to compromise
the current superb safety record.

An extensive study was conducted by
the Medical Device Diagnostic Indus-
try magazine this year that showed
that the executive rating of device in-
dustry business is at an all-time high—
58 percent favorable, 11 percent unfa-
vorable. ‘‘Expectations of the medical
device business conditions.”” The best
that it has been in any time in recent
years. All the measures indicating that
the medical device industry is doing
well, that the public is being served,
safety is being addressed.

Even with regulatory protections for
safety, the speed with which these de-
vices are being approved has been im-
proved, nonetheless we are being asked
to alter those conditions. We are being
asked to handcuff the FDA from being
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able to look at that medical device
that may meet the safety standard sub-
stantial equivalence but it clearly in-
tended to be used and marketed for an-
other purpose. A purpose for which
safety and effectiveness data have not
been gathered or evaluated.

Let’s get back to the fundamentals.
The main purpose of the FDA reform
bill was to reauthorize the Prescription
Drug User Fee Act of 1992 known as
PDUFA. PDUFA is one of the most ef-
fective regulatory reform programs
ever enacted. Under PDUFA, the phar-
maceutical industry pays the user fees
that cover part of the cost of FDA’s
drug approval and regulatory func-
tions. And with these additional re-
sources the FDA has been able to hire
additional personnel so that drugs can
be reviewed more promptly. As impor-
tant as these additional resources
were, equally important were the spe-
cific performance targets for speedier
drug review negotiated between the in-
dustry and the FDA as part of the
PDUFA agreement.

This is where the industry, working
with the agency, said, well, if we give
support for this and it becomes law and
they get the additional resources to
hire the personnel, can we reach these
target timeframes for approval, and
the agency agreed to that. And we had
extraordinary accountability. We found
a 90 to 95 percent compliance with
those goals. The industry establishing
the support for the PDUFA fee resulted
in important and dramatic progress
made. The combination of performance
targets, additional resources, and the
leadership of Dr. Kessler, the former
FDA Commissioner, has created a regu-
latory revolution at the FDA.

Listening to some of the speeches we
have heard during the course of this de-
bate, you would think the FDA was a
regulatory dinosaur mired in the past,
cumbersome and bureaucratic, impos-
ing unnecessary and costly regulatory
burdens on industry and denying pa-
tients speedy access to lifesaving
drugs.

That is a myth that those who want
to destroy the FDA in the interest of
an extreme ideological agenda or in the
interest of higher profits and at the ex-
pense of the patients, would love you
to believe. It is not true. The FDA’s
regulatory record is the envy of the
world, and it sets the gold standard for
protection of patient health and safety.

Over the last few years, in partner-
ship with Congress and the administra-
tion, the FDA has responded to grow-
ing criticisms of delays in approving
new products by taking impressive
steps to improve its performance. The
Prescription Drug User Fee Act of 1992
was one of the most effective regu-
latory reform programs ever enacted.
The bill established a new partnership
between the industry and the agency.
The industry agreed to provide the ad-
ditional resources. The agency agreed
to a measurable performance standard
to speed the review of products, and
every goal set by the legislation has
not only been met but been exceeded.
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So today the FDA is unequaled in the
world for its record in getting new
drugs to market quickly, without sac-
rificing patient protection. In fact, last
year average review times in the
United States were twice as fast as in
Europe. Fifteen new drugs were ap-
proved in both the European Union and
the United States. In 80 percent of the
cases, the United States approved the
new drugs either first or at the same
time as the European Union. More
companies chose the United States for
the introduction of breakthrough drugs
than any other country.

That is the current record. In addi-
tion to speeding the review times, the
FDA has taken far-reaching steps to
reduce unnecessary burdens on indus-
try and modernize its regulatory proc-
esses. More needs to be done, but these
steps have added up to a quiet revolu-
tion in the way FDA fulfills its critical
mission. When the prescription drug
user fee was originally passed, the de-
vice industry refused to agree to the
user fees that would give the FDA addi-
tional vresources and performance
standards that have contributed so
much to the agency’s outstanding
record on drugs and biologics. But even
in the device area, the recent FDA
achievements have been impressive.

I think it is fair to say that following
passage of PDUFA, the primary pri-
ority of the FDA was to implement
that commitment and contract with
the pharmaceutical industry. And I do
think that the agency gave that a
higher priority than it did moving
ahead in terms of the medical devices.

I think that is probably a fair criti-
cism. But once PDUFA had been effec-
tuated, the priorities shifted to the
medical device industry.

I remember the debate on PDUFA
quite clearly. I welcomed the oppor-
tunity to join with my colleague, Sen-
ator HATCH, and others in the adoption
of PDUFA, and I remember the efforts
we made in the area of the medical de-
vice industry to do exactly the same
thing. But we were unable to get the
device industry to agree to that. I
think it is unfortunate. Any fair eval-
uation in terms of the FDA in looking
over the period of the time since the
passage of the PDUFA, the changes in
the way that the agency worked in ad-
vancing and accelerating the consider-
ation of pharmaceuticals and biologics
would understand that they get the pri-
ority. It has been only in recent years
that the device industry has received
attention, with the results which I
mentioned just a few moments ago.

The so-called 510(k) application de-
vices, which are approved on the basis
of substantial equivalence to a device
already on the market, account for 95
percent of the device submissions. The
FDA has virtually eliminated its back-
log. Last year it reviewed 94 percent of
these devices within the statutory
timeframe compared to 40 percent just
4 years ago—dramatic improvement.
And we haven’t compromised safety in
the process. Why are we now attempt-
ing to undermine the health and the
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safety of the American public? Why are
we risking it?

Mr. President, even in the area of
class III devices, which is where most
problems remain, the FDA has im-
proved its performance substantially.
According to a study by the GAO, me-
dian review times dropped 60 percent
between 1991 and 1996. A recent survey
of device industry executives reported
that the business climate for the indus-
try is the best in a 5-year history of the
survey. The sponsor of the survey at-
tributes the favorable response in large
measure to the improvements at FDA
and concludes:

The agency has not only reduced the prod-
uct approval delays that slowed new product
introductions, but, perhaps more impor-
tantly, has also greatly reduced both execu-
tives’ and investors’ uncertainty about the
timeliness of future product introductions.

That is the conclusion of the General
Accounting Office. That is not the con-
clusion of those of us who are trying to
say look, the system is working, the
devices that are getting into the FDA
are being approved in record time, they
are getting out to benefit the people
and we have a solid safety record.

We are being asked here to walk
away from that safety record. We are
being asked here, for the first time
since we passed serious medical device
legislation 25 years ago, to take steps
backward in the area of protecting the
American public.

In a recent FDA report, the agency
sets new targets for even quicker re-
view of the class III devices while still
giving assurances that we are going to
continue to protect the public. The
agency is doing a good job now. It will
be doing an even better job in the fu-
ture. There is no justification for
weakening the FDA power to protect
the public—not based on the myth that
it is denying patients prompt access to
needed new products.

If you listened to this debate for the
past days, the other side’s description
of the FDA may have been accurate 5
years ago or 10 years ago, but does not
reflect where the FDA is today. And
that is not just my opinion, but it is
what we hear from the General Ac-
counting Office, and what we have the
industry itself saying.

The most important aspect of this
bill is the reauthorization of PDUFA.
The new PDUFA program was nego-
tiated between the FDA and the indus-
try. It expands existing programs by
setting additional performance stand-
ards and puts special emphasis on ex-
panding early cooperation between the
FDA and industry so the drug develop-
ment process, not just the regulatory
process, can be stepped up. The agency
has been creative in anticipating the
possibility of major new drug break-
throughs. They have been working
with the industry in new ways to help
shape and formulate the way the indus-
try effects its application so it can be
approved in more expeditious manner.
This is because we are not just inter-
ested in drug approvals but also devel-
opment times.
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We had a long debate about how we
were going to reduce the number of
days: 180, 360, 120, or 90 days—for the
approval on these various issues. That
was taking our eye off the ball. What is
important is development time. In our
own review of FDA, what makes the
most difference reducing total approval
time is reducing development time.
The agency has been doing really ex-
cellent work. In addition to PDUFA,
there are a number of other provisions
changing the way the agency does busi-
ness, particularly in the area of med-
ical devices. As originally introduced,
the bill included many extreme provi-
sions that posed significant threats to
public health. It was important that
these provisions be modified before the
legislation could be allowed to move
forward. I compliment Senator JEF-
FORDS and the other members of the
committee, Republicans and Demo-
crats alike, on their willingness to
compromise on these unacceptable pro-
posals over the months we worked on
the bill. I would like to review a num-
ber of these provisions for the Members
of the Senate so they understand the
changes this legislation makes and the
pitfalls that have been avoided. These
compromises must not be undone as
the bill moves further through the leg-
islative process. I am proud the
progress that has been made. We have
reached constructive compromises on
more than 20 items.

I have here the letter that was sent
to the chairman by the Secretary of
Health and Human Services in June,
June 11, as the committee was consid-
ering the FDA reform. In this, the Sec-
retary mentions, ‘“‘Unfortunately, the
Chairman’s substitute to S. 830, also
includes a number of provisions which
as drafted do not reflect consensus and
about which I have very significant
concerns.”’

I will not take the time of the Senate
now to review those. But basically they
include some 20 different provisions. I
ask unanimous consent to have those
printed in the RECORD.

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

SECRETARY OF HEALTH AND HUMAN
SERVICES,
Washington, DC, June 11, 1997.
Hon. JAMES M. JEFFORDS,
Chairman, Committee on Labor and Human Re-
sources,
U.S. Senate, Washington, DC.

DEAR SENATOR JEFFORDS: For the past sev-
eral months the Administration has been
working with the Senate Labor and Human
Resources Committee on legislation to im-
prove the performance and accountability of
the Food and Drug Administration (FDA or
the Agency), while preserving and enhancing
the Agency’s ability to protect and promote
the public health. I appreciate the efforts
that you, Senator Kennedy, and the other
members of the Committee have made in
this regard and believe that considerable
progress has been made toward these goals.

The Food and Drug Administration Mod-
ernization and Accountability Act of 1997, S.
830, includes approximately 20 provisions
that represent significant consensus reforms.
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Among the provisions that we all agree on
are those that set forth the Agency’s mis-
sion, codify reforms to the regulations of
biotechnology products, provide expedited
authority for the adoption of third party per-
formance standards for device review and for
the classification of devices, and streamline
submission requirements for manufacturing
changes and marketing applications for
drugs and biologics.

I must emphasize that these provisions
represent very significant reform, on which
all parties have worked hard to reach con-
sensus, and which I hope will not be jeopard-
ized by insistence on other provisions on
which we have not reached agreement.

Unfortunately, the Chairman’s substitute
to S. 830, also includes a number of provi-
sions which as drafted do not reflect con-
sensus and about which I have very signifi-
cant concerns. Also, the current version is
not ‘“‘balanced’ in that it does not take ad-
vantage of significant opportunities to
strengthen current law so FDA can more ef-
fectively protect the public health. The most
significant of the non-consensus provisions,
summarized on the enclosed list, would un-
dermine the public health protections that
the American people now enjoy, by: (1) low-
ering the review standard for marketing ap-
proval; (2) allowing distribution of experi-
mental therapies without adequate safe-
guards to assure patient safety or comple-
tion of research on efficacy; (3) allowing
health claims for foods and economic claims
for drugs and biologic products without ade-
quate scientific proof; (4) requiring third
party review even for devices that require
clinical data; and (5) burdening the Agency
with extensive new regulatory requirements
that will detract resources from critical
Agency functions without commensurate en-
hancement of the public health. Another sig-
nificant nonconsensus item is the set of ad-
justment provisions in sections 703 and 704,
which together require significant increases
in FDA’s appropriations levels over FY 1998
through 2002 (almost $100 million above the
FY 1998 Budget with levels rising thereafter).
We recognize that the ability of the FDA to
commit to specific performance goals under
PDUFA depends on the resources it will have
available. We would support a user fee pro-
posal that is consistent with our FY 1998
Budget proposal, but we are concerned that
the proposal to collect user fees in this legis-
lation imposes additional pressure on the
fixed level of the discretionary resources
agreed to under the Bipartisan Budget
Agreement.

We note the inclusion of the provision on
pediatric labeling in the most recent version
of the Committee mark. We believe it should
be revised to assure a more appropriate sys-
tem for testing drugs for pediatric use before
they are prescribed for children.

I want to commend you and members of
the Committee on both sides of the aisle on
the progress we have made together to de-
velop a package of sensible, consensus re-
form provisions that are ready for consider-
ation with reauthorization of the Prescrip-
tion Drug User Fee Act (PDUFA). We are in-
terested and prepared to continue working
with the Committee to reach consensus on
additional issues—and have proposed accept-
able alternative approaches to many of the
objectionable provisions. My concern is the
time for reauthorization of PDUFA is run-
ning perilously short. As I indicated in my
recent letter to you, I am concerned that the
inclusion of non-consensus issues in the
Committee’s bill will result in a protracted
and contentious debate. This would not serve
our mutual goal of timely reauthorization of
PDUFA and passage of constructive, con-
sensus bipartisan FDA reform.



S9818

A copy of this letter is also being sent to
the ranking Minority member, Senator Ken-
nedy, and the other members of the Senate
Labor and Human Resources Committee.

Sincerely,
DONNA E. SHALALA.

Enclosure.

S. 830 (CHAIRMAN’S SUBSTITUTE)
A. Major Concerns:

1. Cumulative Regulatory Burdens/No Pro-
visions to Promote Public Health.—Many
new regulatory burdens are being imposed on
FDA (list enclosed) and little that can be ad-
vanced as promoting public health.

2. Third Party Review of Devices (Sec.
204).—Expansion of FDA’s existing pilot
project for review of medical devices (in-
cludes devices that require clinical data) by
organizations accredited by FDA.

3. Approval Standard for Drugs/Biologics/
Devices (Secs. 404/409/609/610/611/619).—Effec-
tiveness standard for drugs and biologics
needs further clarification; for supplements
(applications for new uses) lowers standard
such that they might not ever require a
single investigation; limits FDA authority
to evaluate clinical outcomes for devices;
and lowers approval standard for radio-
pharmaceuticals, including PET drugs.

4. Health Claims For Foods (Sec. 617).—
Health claims not approved by the FDA but
consisting of information published by au-
thoritative government scientific bodies
(e.g., NAS or NCI) would be permitted for use
by companies in the labeling of food prod-
ucts, even if it is very preliminary.

5. Expanded Access to Investigational
Therapies (Sec. 102).—Would allow drug and
device companies to sell an investigational
product for any serious disease or condition
without FDA approval and without appro-
priate protections for clinical investigations.

6. Device Modifications (Sec. 601).—Would
allow companies to make manufacturing
changes that affect a device’s safety and ef-
fectiveness without FDA agreement.

7. Health Economic Claims (Sec. 612).—
Would allow industry to discuss health eco-
nomic claims given to managed care organi-
zations under a lower evidentiary standard
and without FDA review, even if the claim
compared the safety or efficacy of two drugs.

8. Pediatric Labeling.—Would provide an
incentive of six months of market exclu-
sivity to encourage pharmaceutical compa-
nies to conduct necessary clinical trials for
FDA approval of their products for children;
doesn’t assure that necessary labeling for
children will be included; and might under-
cut FDA’s ability to use other means such as
regulations.

B. Other Significant Concerns:

1. Expanded Humanitarian Use of Devices
(Sec. 103).

2. Device Collaborative Determinations/Re-
view (Secs. 301/302).

3. Limitations on Initial Classification De-
terminations (Sec. 407).

4. Evaluation of Automatic Class III Des-
ignation (Sec. 604).

5. PMS (Sec. 606).

C. Currently In The Bill—No Language Pro-
vided Yet:

1. Off-Label Use of Drugs (floor amendment
expected).

2. Drug Compounding (amendment ex-
pected).

Mr. KENNEDY. They are listed here.
There are 20 items, major concerns
about the cumulative aspect of the reg-
ulatory burdens, the various kinds of
advisory committees, the advisory
committees and the regulatory burdens
that would have added to the com-
plexity, and even the process of consid-
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ering new drugs. The basic concerns
the administration had on features of
the third-party review, the approval
standard for some of the drug and bio-
logic devices, limits that were put on
the FDA to evaluate some of the clin-
ical outcomes for devices, and the
lower approval standards that were in-
cluded in some radio-pharmaceuticals.

They had some concerns about the
health claims for foods and expanded
access to investigational therapies,
which allow drug or devices companies
to sell investigational products for any
serious disease without FDA approval
and without appropriate protections
for clinical investigators. The device
modification allowed the companies to
make manufacturing changes that af-
fected devices’ safety and effectiveness
without ever notifying the FDA; the
health economic claims that would
allow industry to discuss health eco-
nomic claims given to managed care
organizations under a low evidentiary
standard and without FDA review.

There was pediatric labeling, and the
whole question on the humanitarian
use of devices and collaborative deter-
minations. There were also some con-
cerns about off-label use of drugs, drug
compounding.

If you look at the improvements in
the bill and the compromises worked
out here, 19 of the 20 have been worked
out to the satisfaction of HHS and the
FDA. There may be some groups that
do not feel that certain provisions are
worked out adequately. But I am pre-
pared to defend those compromises.
There is only one that remains. That is
the provision that we are addressing
here. Whether we are going to permit
false and misleading labeling on a par-
ticular product and deny the FDA the
right to look behind that label in order
to protect the safety of the families of
America. There were 19 accepted, only
one remains—but it is an important
one.

Why is it, if we are able to work out
19 of the 20, can’t work out this one?
The Senator from Rhode Island offered
an excellent amendment yesterday
saying, ‘‘OK, we will go along with the
existing language that is in the bill.
But we will also add the language that
nothing in the label will be false and
misleading.” False and misleading;
that was defeated. Those Member who
voted against it, I expect, will have to
explain to their constituents why they
would resist an amendment that said
we should not permit the medical man-
ufacturer to submit something false
and misleading.

Members are saying that this has
been a long process that has taken a
good deal of time. This measure was
considered in the last Congress and
now again in this Congress. We could
have acted on these measures. We
could have acted before June 11 and not
dealt with any of the outstanding
health and safety issues. But the fact
of the matter is, we took the time, we
listened to the arguments of the FDA
and the Department of Health and
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Human Services, the people who are
charged with protecting the American
people. We worked out the 19 of the 20.
Everyone gave a little, took a little,
but 19 of those 20 have been worked
out. Not this particular provision. It
took time to work out those com-
promises. I think the time spent was
well worth it. This is a much better bill
than would have come out of that com-
mittee or on the floor in June or July
or August, or even the early part of
September.

What were those steps that we took?
First of all, we preserved the States’
oversight of the safety of cosmetics.
This compromise assures that the
States will be able to continue to regu-
late the safety of cosmetics. The Gregg
proposal in the underlying bill would
have barred the States from any regu-
lation whatsoever of cosmetics, even
though the FDA has neither the au-
thority nor the staff to regulate these
products. The compromise allowed the
States to continue their regulation un-
less a specific inconsistent regulation
has been issued by the FDA in a par-
ticular area. We went through that de-
bate. We found the examples, particu-
larly with regard to the State of Cali-
fornia, how they were able to protect
their consumers. In some cases there
were carcinogens in the products and
the manufacturing company changed
the formula and were able to get right
back out there and produce the product
and have record sales.

The toluene that was in lipstick,
which is related to another carcinogen
that was related to some birth defects
with children was altered and changed.

We have had important studies that
have been done up in Seattle, WA, at
the University of Washington and
other medical centers, about some of
the potential dangers of use of talcum
powder on small infants and its rela-
tionship to ovarian cancer.

These were studies, scientific studies
that were done by the States, that are
directly related to protecting health
and safety. The FDA does not provide
for that kind of protection. Nonethe-
less, there was an effort to preempt
States from protecting health and safe-
ty. We were able to defeat that. I think
that was important. I believe the con-
sumers in those States think so.

Second, the safeguard for off-label
use of drugs. This important com-
promise will allow companies to cir-
culate reputable journal articles about
off-label use of drugs but will ulti-
mately enhance the public’s health and
safety because the FDA will be given
the opportunity to review, comment
on, and approve articles which the
companies circulate. The compromise
also requires the companies to under-
take studies on the safety of their
drugs for the specific off-label use and
submit applications to the FDA for ap-
proval for their drugs for these uses
within 3 years. That was not in the leg-
islation prior to this compromise. We
saw the steps that were taken to meet
the safety standards.
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Currently, companies are circulating
articles without reviewing them for
off-label use, without seeking review or
approval by the FDA, and without con-
ducting the studies which would lead
to an ultimate FDA approval or dis-
approval of the drug.

We wanted to make sure that the
companies were going to conduct the
safety standards for the use of those
particular drugs. We were able to work
that out. Again, to protect the Amer-
ican public.

Expanding access to drugs for pa-
tients and fast track approval. The fast
track approval—this is one of the most
important new initiatives in the legis-
lation—will provide the same stream-
lined availability for drug treatments
for patients with any life-threatening
disease now available to patients with
cancer or AIDS. It is a major break-
through for patients who have life-
threatening diseases.

We were moving through the meas-
ures in the bill and pointing out in
June of last year that the Secretary of
HHS identified 20 major areas that we
ought to review and work through in
trying to accommodate some of the
health and safety concerns.

Effectively, we have resolved 19 of
those. The only unresolved matter, ac-
cording to the letter from the HHS, is
the provision on section 404.

What I was trying to do is to point
out a number of these areas where we
have made important progress and to
mention the safety provisions that had
been worked out and included in a bi-
partisan way.

I was mentioning the expanded ac-
cess to drugs for patients on the fast-
track approval. We have had more than
17 different pharmaceuticals or drugs
that have been identified for fast-track
procedure. We are taking what has
been the practice of the FDA and actu-
ally demonstrating by legislation, the
importance of this particular proce-
dure. We are trying to make the
progress available to all those that
have life-threatening diseases by giv-
ing authority to those researchers who
believe the opportunities for fast-

tracking these various pharma-
ceuticals will benefit the American
public.

That has been successful for AIDS
and cancer, and now Wwe are encour-
aging its use for other life-threatenting
conditions.

We have also expanded access for
drugs under investigation for patients
who have no other alternative. So an
individual who might not otherwise
qualify for various clinical trial proto-
cols can get access to a drug if they
have no other alternative. If this is the
last gasp, the last hope that they will
be able to have access to some of the
modalities that might not have been
particularly identified for this par-
ticular illness or sickness but their
medical professionals Dbelieve they
should have access, and we are moving
in that direction. I think that gives a
degree of hope to many of those who
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really wonder if they have any hope at
all in trying to get some of the modern
kinds of breakthrough drugs

We have accepted the Snowe-Fein-
stein piece of legislation that will give
individuals who have a particular life-
threatening illness or sickness the op-
portunity to tap into the NIH database
to find out what clinical trials are tak-
ing place. This is a very, very impor-
tant additional provision, and I com-
mend our Senators who are not on the
committee but who have been inter-
ested and involved in this. That is
very, very important.

Mr. President, another area that we
reviewed is the streamlining of the
FDA procedures. The concern initially
was in the areas of contracting out of
various functions of the FDA. We talk
about not only timeliness but also
about the importance of preserving
quality. We have to make sure that we
are not only interested in timeliness,
but we are also concerned about the
quality.

We have also, in this streamlining of
the FDA procedures, worked out how
we were going to try to review third-
party review. That was worked out in a
way which I think has virtual broad
support. It permits 70 percent of all the
devices that would be eligible to be re-
viewed. But in the areas that are the
very significant higher level of class
II—a limited number of class II and
class III will remain outside of that
particular protocol so that we will
have a chance to review the results of
the research that will be done. We have
accelerated the time for that review, so
the information will come back in
quicker and we will be able to evaluate
the results of that particular process.

Mr. FRIST addressed the Chair.

The PRESIDING OFFICER (Mr.
THOMAS). The Senator from Tennessee.

Mr. FRIST. It is a real pleasure for
me to take a few moments and reflect
on my interpretation of where we are
today and the significance of the bill
that is before us.

It was 1938, not that long ago, that
Congress passed the Food, Drug and
Cosmetic Act. And at that time the
primary mission was defined fairly
clearly to be to protect the public
health by safeguarding Americans from
unsafe and ineffective products.

Over the past 60 years, the FDA has
truly done an excellent job on the
whole in fulfilling this mission to
make sure that food is safe and whole-
some and that drugs and medical de-
vices are safe and effective for treating
disabilities and the diseases that have
plagued us over the years.

You can look back and cite numer-
ous, numerous examples that recall the
FDA’s important role, their vigilance
in protecting the American public from
unsafe drugs. Think back to Thalido-
mide. We think back to the FDA’s
quick response to the Tylenol tam-
pering case as evidence of the effective-
ness that that very important Govern-
ment entity plays that affects each of
our lives in ways that many of us do
not realize.
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But during this same period of time,
the United States has been the most
innovative nation in the world, par-
ticularly in the arena of medical re-
search. I think back to my dad, who is
86 years of age, who practiced medicine
for 55 years. I remember when I was a
very young boy traveling with him as
he would make house calls, and now to
think how much things have changed
over that period of time in terms of
antibiotics, antiviral agents, vaccines,
treatments for diseases that when I
was a child were devastating to large
populations. You look at hepatitis B,
chicken pox, polio, many forms of can-
cer, the list goes on of what we can
treat today.

We have developed important new
surgical procedures. As a surgeon who
has been in the medical field for the
past 20 years, I have had the real privi-
lege to watch fields unfold that were
nonexistent even when I was in medical
school. I think of certain types of tis-
sue transplants, lung transplants,
which I was doing routinely before
coming to the Senate, that 15 years ago
were not done at all.

I think of the new medical device im-
plants like little stents we can now
place in the coronary arteries which
feed the heart, which were nonexistent
10 years ago; the artificial joints, the
hips, the knees.

Thanks to the new biomedical drugs
and products, we have new protocols
for treating everything from AIDS,
where we demonstrated tremendous
success in the last year, to the treat-
ment of other diseases like cystic fi-
brosis.

However, in recent decades the FDA,
which has never had in writing a clear
mission statement to guide its hand,
has become too bureaucratic, too top
heavy, with excessive regulation. I say
this again out of tremendous respect
for the FDA, having seen firsthand the
tremendous successes of that agency.

To address this problem the FDA, to
its credit, has been very aggressive in
undertaking a number of reforms inter-
nally that have reduced the regulatory
burden on industry and have improved
patient access to new therapies.

However, it is clear that much, much
more needs to be done. In the past,
medical discoveries typically reached
the patient in a relatively short period
of time. Again, when my father first
started the practice of medicine, it
took an average of anywhere from 7 to
8 years for a new drug, a new pharma-
ceutical agent to pass through the en-
tire discovery and approval process.
Now, although in certain areas there
has been tremendous improvement, it
takes anywhere from 10 to 15 years to
go through that discovery process and
through that approval or disapproval
process. Everybody agrees that is too
long. Everybody agrees that you can
have the same or improved standards if
we streamline, if we coordinate, if we
modernize the Food and Drug Adminis-
tration.
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That is what this bill is about, not a
lowering of standards, not putting de-
vices or pharmaceutical agents out on
the market that have not gone through
that eye of the needle of disciplined,
very high standards that we all expect
of the Food and Drug Administration.

Unfortunately, up-to-the-minute ad-
vances in medical science, advances
that are occurring at increasing speed,
are not making it to our marketplace
as quickly as they should. Many times
these advances are going overseas.

Too often you see that a drug that is
in this long pipeline, and we know it is
a potential benefit, all of a sudden
moves overseas. It moves overseas for
trials, for ultimate approval too often.
Many times the manufacturing of that
drug or of that device also follows it
overseas.

I think the FDA regulatory structure
simply has not Kkept pace with the
rapid rate at which scientific discovery
is being made. In too many cases,
which I personally hear among inves-
tigators in the academic community
and the private sector, the FDA has be-
come a barrier, a barrier instead of a
partner, to innovation and to access to
medical therapies. It is that concept of
dropping down the barrier and facili-
tating that partnership with very high
standards that this bill achieves.

I mentioned U.S. biomedical research
moving overseas. The implications are
significant. It is very hard to put a
price tag on this in the short term. But
if we drive our very best biomedical
science, our very best biomedical re-
search off our shores to other coun-
tries, over the long term it is to the
detriment of our health care, to our
quality of life, and to our economy.
Our once almost impenetrable edge in
a U.S. dominated market can be lost
forever if we do not act responsibly
now.

I find my fellow doctors often travel
to Europe to train, to study, to see, not
the general foundation of medical
knowledge of which we have the best in
the world, evident by people from all
over the world coming here to study
medicine, but for innovative, break-
through therapies. Too often today the
therapies, the technologies, the re-
search is moving overseas, and, there-
fore, even my colleagues go overseas to
learn something that they should be
learning right here in this country.

In the future, as medical science
moves away from the contemporary
practice of just treating overt symp-
toms when somebody comes in with a
complaint, an organ failure, to a med-
ical field where we begin to fabricate
organs, where we do transplants, where
we diagnose and treat disease at the
molecular level, at the genetic level,
playing off the tremendous success we
have seen in the human genome
project, a project that I might add as
an aside is coming in under budget and
much quicker than we would have ever
anticipated even 6 years ago, the possi-
bilities for new drugs, new devices, new
methods of patient treatment are vir-
tually limitless.
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Thus, we need a structure to address
these great breakthroughs, this great
innovation, that is up to date, that is
modernized, that is well organized,
that is disciplined, that is coordinated.
That is what this bill achieves. With
the explosive growth in technology, the
FDA needs to better use the consider-
able genius and talent of non-Govern-
ment scientists and researchers.

There is always a great fear when we
approach this issue of so-called con-
tracting out because people can paint
the picture that only Government peo-
ple, only Government scientists have
the ethics, have the honesty, have the
integrity to be able to make decisions,
to be able to look at clinical data and
say what is best, what is dangerous,
what is a benefit to the patient.

That is just not right. We have many
good people in the private sector. In
truth, because science is moving so fast
and is so complicated, so intricate, it is
almost absurd for us to expect that we
can hire in the Federal Government all
of the research scientists necessary to
be able to conduct studies, look at
studies, interpret data from the stud-
ies. Almost by necessity, because of the
speed with which science is developing,
we need to reach out and access many
very, very good experts that are in the
private sector.

One of the greatest complaints
against the FDA that I hear is a feeling
that the FDA has not been willing to
collaborate and partner with others in
the private sector, it might be indus-
try, might by academia, it might be
the academies, it might be individual
scientists. People come in and say,
“You know, I sat down with the FDA,”
but there is a real feeling of an adver-
sarial relationship rather than a colle-
gial relationship.

We need to make fundamental
changes in this regard at the FDA. We
need to build upon the successes in pro-
tecting the American public by reener-
gizing the process. We need to revi-
talize the process of product approval,
speeding approval where appropriate,
meeting high standards, improving and
enhancing communication between the
FDA and the public it serves, nur-
turing, not stifling, research and inno-
vation. And, yes, we need to draw upon
the untapped scientific excellence out-
side the FDA, at all times remem-
bering that the FDA has the final say
as to whether or not to accept the con-
clusions from that partnering with out-
side individuals and agencies.

The bill before us today, S. 830, the
Food and Drug Administration Mod-
ernization and Accountability Act of
1997, does represent a bipartisan effort,
including significant input from the
Food and Drug Administration aimed
at making the FDA more efficient. The
bill was passed out of the Labor Com-
mittee on June 18 with a bipartisan
vote, again, 14-4. On September 23, the
Senate overwhelmingly approved the
substitute amendment by Senator JEF-
FORDS.

I want to take this opportunity to
commend Senators JEFFORDS, COATS,
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DoDD, and MIKULSKI and my other col-
leagues on the Labor Committee, Sen-
ator KENNEDY, all for their tireless ef-
forts and commitment to modernizing
the FDA.

But to the American people I hope we
have sent a signal that we can accom-
plish a very good bill, yes, a first step,
but a very good bill in updating an or-
ganization, in updating a Federal agen-
cy which will affect the lives of every
American in a positive way.

I do urge my colleagues later today
to support this bill. But I also ask that
we all view this legislation and discus-
sion as an ongoing commitment to im-
prove the agency, not just a one-shot
change in the agency, which we will
put aside and come look at again in 10
years, but realize this needs to be an
ongoing process with continued over-
sight.

The Prescription Drug User Fee Act,
commonly known as PDUFA, has been
commented upon today. It has been one
of the great successes in the relation-
ship between the FDA, industry, and
the American people. This bill is much
more than just a reauthorization of
PDUFA. It is also about improving the
FDA and fostering, better communica-
tion and partnering with the private
sector.

I am a cosponsor of this bill because
I believe it is a needed step in the right
direction. We need to continue the de-
bate, to look at both short and long-
term investment of resources in order
to move the agency forward in areas of
regulatory research, professional devel-
opment, collaboration between Govern-
ment, academia and the private sector.
I hope to continue working with my
colleagues in a bipartisan manner to
further improve FDA in the following
years.

The Senator from Massachusetts was
going through a number of the items in
the bill and talking about the work on
both sides of the aisle in pulling to-
gether areas that were contentious ini-
tially. I want to thank him formally,
and his staff, for working together on
what I consider a very important as-
pect of this bill that has to do with dis-
semination of scientifically, peer-re-
viewed medical literature to my col-
leagues, to people in the health care
profession, about the uses of drugs,
both on-label and off-label.

As a physician, I understand the need
for this up-to-date sharing of more in-
formation than is currently allowed
today. Off-label uses have been in the
news recently, both in terms of phar-
maceuticals, and we have talked a lot
about it in terms of devices recently.

I think it is very confusing to the
American people what off-label use of
medicines is. In truth, about 90-percent
of all cancer therapies are off-label
today. So if you have cancer, there is a
90 percent chance you will be receiving
off-label medicine. When we say off-
label, it doesn’t mean the medicines
are bad. Sometimes it means those are
the most effective, and in cancer ther-
apy, it does mean they are the most ef-
fective, up-to-date modern therapy to
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have if you want your cancer treated.
The American Medical Association has
estimated between 40 and 60 percent of
all prescriptions are for off-label uses,
and up around 50 to 60 percent for the
pediatric population, which means if
your child is sick today medical ther-
apy is likely to be off-label.

Why? It only makes sense. The FDA
can’t study every use for every drug in
every combination of drug available. It
is impossible to do today.

I want to acknowledge the tremen-
dous work by Senator MACK on this
particular provision during the last few
years. I have had the opportunity to
work with him over the last 2% years
on this specific provision of dissemina-
tion of information. I want to thank
Senators DoDD, WYDEN, and BOXER, and
Senator KENNEDY for his work in nego-
tiating with us in order to allow the in-
clusion of this important provision
which will be to the benefit of all
Americans in S. 830.

The bill before the Senate today will
help meet the need for increased access
to scientific and technical expertise
that is currently lacking at the FDA. I
touched upon this. It is that whole con-
cept of interagency collaboration with
Federal agencies and with the private
sector. We will see more collaboration
with the National Institutes of Health,
more collaboration with the Centers
for Disease Control, the National Acad-
emy of Sciences.

The bill allows the FDA to contract
with outside reviewers and expand its
current third-party medical device re-
view pilot program which has been
very successful to date. Everyone
agrees that it has been successful,
which in turn will help conserve FDA
resources, so that those resources can
be used in other areas. Because the
FDA always retains the final authority
to approve or disapprove new drugs or
medical devices reviewed by outside ex-
perts, the FDA always has the final au-
thority, and it will not impede nor
weaken the FDA’s ability to safeguard
the public health. To help alleviate the
confusion and frustration that many
feel today in working with the FDA,
the bill codifies evidence requirements
for new drug and medical device appli-
cation submissions, it improves com-
munication between the agency and in-
dustry. After almost 60 years, the FDA
will be held and made accountable by
giving it a specific mission statement
and requiring the FDA to develop a
plan of action to meet its requirements
under law.

Again, we talk a lot about the spe-
cific provisions of the bill. The bill as a
whole, once it is passed, will be of ben-
efit to every American, to every con-
sumer, to every patient. Thanks to the
bipartisan efforts of Senators SNOWE,
FEINSTEIN, and DoODD, individuals with
serious life-threatening disease will be
able to access new clinical trial data-
bases providing expedited access to in-
vestigational therapies.

Imagine yourself being in a situation
of having a disease which somebody
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says is not treatable, it is incurable.
Where do you turn today? Nobody
knows. There is no central repository,
no database for sharing information of
where the most up-to-date clinical
trials exist. There will be after this bill
is passed.

This bill will also expand the fast-
track drug approval process for new
drugs intended for the treatment of se-
rious or life-threatening conditions. It
puts a focus right on those conditions
that we know people are dying from
every day. Let’s focus in that par-
ticular area, make sure we get poten-
tial drugs to market if they are safe,
sooner than the 15 years that we are
averaging over the last decade from be-
ginning to the initial discovery to final
placement on the market. The bill
itself will provide access to investiga-
tional therapies for patients who have
no other alternative but to try an un-
approved investigational product.

Consumers will also benefit from this
bill. The Senator from New Hampshire
talked earlier this morning about na-
tional uniformity. It is critically im-
portant. We have not talked much
about that in terms of food and drugs
over the last several days. The uni-
formity aspect of over-the-counter
drugs, the uniformity there will have a
huge impact. Again, touching people in
all sorts of ways. It will keep prices
down, it will provide the consumer
with a unified and consistent informa-
tion for self-medication.

Another benefit to consumers, if the
health claim information for food, pub-
lished by the NIH or the CDC, Centers
for Disease Control, or other Govern-
ment, well-respected scientific bodies,
will be allowed to appear on food label-
ing, giving the consumer accurate in-
formation, educating the consumer,
empowering the consumer when they
make their dietary choices.

In closing, Mr. President, this bill is
a good bill that will benefit all Ameri-
cans now and into the future. Medical
science, moving at skyrocketing speed,
offers promise of not just longer, but
healthier lives, a higher quality of life.
In the not-too-distant future, medical
science and medical technology will
not just thwart the assaults of infec-
tious agents, but will eliminate many
of the ailments of modern life.

The FDA must facilitate, not com-
plicate, that endeavor. We need a new
model for a new century. It is time to
update the FDA. This bill accomplishes
that reform, that modernization. It
will give a starting point for a model
that will facilitate, not stifle, the med-
ical progress of mankind.

I yield the floor.

Mr. JEFFORDS. Mr. President, I
would like to express my sincere appre-
ciation to Senator FRIST, especially for
his most recent discussion.

We have been concentrating on one
small part of this bill—small in the
sense of the number of pages or words
relative to the rest of the bill, and by
outlining and expressing the tremen-
dous advancements we made in many
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of these areas in this bill, which has
kind of gotten lost in the dialog, espe-
cially in the off-label use which has
been a very contentious issue. But I
think the resolution which you and
Senator MACK, working with Senator
KENNEDY, myself and others have come
up with is a tremendous step forward
in preventing such things that have oc-
curred in fen/phen and things like that,
and making sure we exchange knowl-
edge and that we work together to im-
prove what can be improved.

I deeply appreciate the comments of
the Senator and all the work the Sen-
ator has put into this bill. Your exper-
tise and your knowledge has been a re-
ward to us and has given us confidence
that we have done the right thing. You
have done a fantastic job and it is deep-
ly appreciated. I yield the floor.

I see the Senator from Delaware on
the floor. I would be glad to yield to
him for the time that he might take.

The PRESIDING OFFICER (Mr.
GREGG). The Senator from Delaware is
recognized.

Mr. BIDEN. I thank my colleague.
With the permission of the Chair and
my colleagues, I will take about 12
minutes, if I may.

Mr. President, the purpose of this
FDA reform bill we are considering
today is obviously to streamline the
process for approving drugs so that
they are available to people who need
them more quickly. I support the bill
and I look forward to its becoming law.

But, Mr. President, I rise today to
speak to several amendments and sev-
eral points that were, quite frankly,
made nongermane as a consequence of
the cloture vote, so I will pursue this
at another date. I rise today to discuss
the problem of drugs that do not get to
the market, even though we need them
desperately, because there are insuffi-
cient financial incentives for pharma-
ceutical companies to develop these
drugs that we need to get to the mar-
ket. In particular, I am speaking about
medicines to treat addiction to illegal
drugs like cocaine and heroin, so-called
pharmacotherapies—that is, drugs that
would be able to be developed and used
to combat addiction to cocaine and
heroin and other scheduled drugs.

Since 1989, when I first offered a com-
prehensive report, which—I don’t know
whether I am going to burden the
RECORD with it, but I will point it out
to my colleagues. It was a report enti-
tled ‘“Pharmacotherapy: A Strategy for
the 1990s.” Since that time, I have ar-
gued that a key component of our na-
tional drug strategy should be the de-
velopment of these pharmacotherapies
that would act as antigens or antago-
nists to the effects of the illegal drugs
being purchased on the streets.

These medicines are critical for turn-
ing around addicts, particularly ad-
dicts who are difficult to treat with
traditional methods. Getting these ad-
dicts off of drugs is one of the most im-
portant efforts we can undertake to re-
duce the harm done to our Nation by
the drug epidemic—because these
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treatment-resistant addicts commit
such a large percentage of the drug-re-
lated crime, we would, if we could find
some of the answers, significantly im-
pact on and increase the safety of all
Americans.

In my 1989 report, I posed the ques-
tion: “If drug use is an epidemic, are
we doing enough to find a medical
‘cure’ for this disease?’’ The obvious
answer, as the report concludes, is, no,
we are not. If, for example, everyone
who was victimized by a drug addict
who has knocked them on the head or
hurt them or robbed them or burglar-
ized their home, and everyone who is
addicted to drugs had a rare disease in-
stead of the victims of drug addiction,
or of being addicted to drugs, we would
have a multibillion dollar national
campaign to find a medical cure for it,
as we rightfully are attempting to do
with AIDS, breast cancer, or cancer
generally. But there is precious little
going on, although there is a lot of po-
tential in the area of developing medi-
cines, drugs, to combat drug addiction.

Based on my report, I offered legisla-
tion with Senators KENNEDY, MOY-
NIHAN, and others, enacted into law in
1992, which created the Medications De-
velopment Program of the National In-
stitute of Drug Abuse and commis-
sioned a major study by the National
Academy of Science on
pharmacotherapies.

This study highlighted the promise of
the medical research that I referred to.
In fact, in recent years, there have
been a number of promising advances
that give hope that effective medicines
could be developed if we dedicated a
sufficient amount of energy and re-
sources.

One example of this promising re-
search is the recent development of a
compound that appears to immunize
laboratory animals against the effects
of cocaine. Let me say that again.
There is a compound that has been de-
veloped in a laboratory that appears—
it hasn’t gone through clinical trials—
to be able to immunize laboratory ani-
mals against the effects of cocaine. The
compound works like a vaccine by
stimulating the immune system to de-
velop an antibody that blocks cocaine
from entering the brain.

Now, this is pure conjecture on my
part. Let’s assume that that was able
to be developed and it worked for
human beings. What an incredible im-
pact it would have on the United
States of America. What an incredible
impact it would have not only on the
addicts, but on those of us who are vic-
tims of the addicts. I want to remind
everybody that over 60 percent of all
the violent crime committed in Amer-
ica is committed by people who are ad-
dicted. At the moment they are com-
mitting the crime, they are high, they
are on a drug or a substance. Just
think what a difference that would
make.

Now, there are at least eight new
medicines with promising potential,
beyond the one that I mentioned, to
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treat drug addictions which are at var-
ious stages of research and develop-
ment. By the way, I commend to my
colleagues the report put out by the In-
stitute of Medicine called the ‘‘Devel-
opment of Medications for the Treat-
ment of Opiate and Cocaine Addic-
tion.”

Now, of the eight promising medi-
cines that are out there, one is LAAM,
a treatment for heroin addiction, the
first new medicine since methadone
was approved in the early 1970’s. Others
are Naloxone, Naltrexone, Imipramine,
Desipramine, Carbamazepine,
Burprenorphine, and Diltiazem. These
are all medicines identified by the var-
ious studies—in this case, by the Insti-
tute of Medicine—that in fact have
promising capacity to deal with either
blocking the effect of the drug when it
is ingested by an addict or someone at-
tempting to use it for the first time, or
it has the effect of causing that person
to be sick and not wanting to take the
drug again. Not a silver bullet that
cures everything, but every single drug
expert I have spoken with indicates
that if these could be developed, they
would be significant tools in aiding in
the recovery of addiction and pre-
venting addiction.

The National Academy of Sciences
study also outlined the key steps we
have to take to fully realize the prom-
ise of pharmacotherapeutic research.
Yet, almost a decade after my original
report, almost a decade after Senators
KENNEDY, MOYNIHAN, myself and others
moved to change the law in 1992, de-
spite promising research, despite the
tremendously important gains that
such medicines would mean for our na-
tional effort against a drug epidemic,
despite the fact that it’s clear what
steps we have to take to speed and en-
courage the research in this area, de-
spite all this, we are still not doing
enough to encourage the development
of medicines to treat drug addiction.

That is why I have come to the floor
today, Mr. President—to discuss three
amendments I had offered to the FDA
reform bill. These amendments sought
to take three different approaches to
addressing our critical need to develop
pharmacotherapies to deal with our
drug epidemic.

First, I believe we should reauthorize
the Medications Development Program
of the National Institute of Drug Abuse
and increase its funding to $100 million
by the year 2002. I might add, every
time we identify serious and pernicious
diseases like breast cancer, prostate
cancer, or AIDS, what do we do? We all
immediately know that if we spend
more money on research, we will at-
tract more brilliant women and men
into the field to find the answer be-
cause they have funding to do their re-
search, and we increase exponentially
the prospects that we will find a cure
or find something to mitigate against
the ravages of the disease. But not all
people instinctively reach that conclu-
sion. Why don’t we reach that conclu-
sion about drug addiction when the
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medical community says there are so
many promising avenues we could go
down? It would be different if the Na-
tional Academy of Sciences and re-
searchers and experts said, ‘““You know,
there isn’t any promise here, there is
nothing we should bother to do, there
is nothing we can do. This is like try-
ing to be able to go warp speed in our
Challenger.” Well, that would be one
thing. But that is not the case. That is
not the case.

Currently, the program I have re-
ferred to at the National Institute of
Drug Abuse receives about $67 million.
Increasing that level by 50 percent over
the next 5 years is the very least we
should be doing in light of the savings
in crime reduction, reduction in health
care costs, and other expenses that
would be eliminated or diminished if
we could effectively treat drug addic-
tion with medicine.

Yet, despite the progress being made
by Government and university re-
searchers, the Federal Government
cannot solve this problem by itself,
even if the amendment I proposed were
not out of order or were accepted.

Private industry has not aggressively
developed pharmacotherapies for a va-
riety of reasons, including a small cus-
tomer base, difficulties in distributing
medicines to the targeted population,
and fear of being associated with the
notion of substance abuse.

There are two major, major drug
companies in my State—Zeneca and Du
Pont Merck. They have a number of
brilliant researchers. I have visited
their laboratories.

They say to me what every other
drug company says. ‘‘OK. BIDEN, how
many addicted drug people are there in
all America?”’ I believe the number is
estimated at 5.6 million people. Let’s
say we spend $200 million, $300 million,
$5600 million, or $700 million developing
it. They say, ‘‘Say we go out and spend
all this money. And let’s say we come
up with a cure or a silver bullet. How
do we get that to the 5.6 million people
who need it? They don’t have the
money to buy it. Are you going to
guarantee us that you will buy it? Are
you going to guarantee us they will
take it? What are you going to do? Our
return on investment is de minimis. We
will lose money in all probability, even
if we come up with a silver bullet,”
which they are not suggesting they
will.

Conversely, if they come up with a
silver bullet for prostate cancer, or a
silver bullet for breast cancer, the
world would beat a path to their door
to buy it. That is one of the reasons
they don’t want to get into the game,
even though they acknowledge that
these are promising opportunities.

Second, none of these companies, or
anyone I named—Lilly, Squibb, any of
them—wants to be known as the com-
pany that deals with drug addiction. It
is bad public relations.

So for these and many other reasons,
private industry has not really gotten
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into the fray. We need to create finan-
cial incentives to encourage pharma-
ceutical companies to develop and mar-
ket these treatments. And we need to
develop a new partnership between pri-
vate industry and the public sector in
order to encourage the active mar-
keting and distribution of new medi-
cines so they are accessible to all ad-
dicts who need treatment.

My amendments sought to create
these incentives in two ways.

First, I believe we must provide addi-
tional patent protections for compa-
nies that develop drugs to treat sub-
stances abuse. Under my  bill,
pharmacotherapies could be designated
“Orphan Drugs’ and qualify for an ex-
clusive 7-year patent.

These extraordinary patent rights
would increase the market value or
pharmacotherapies—providing a finan-
cial reward for companies that invest
in the search to cure drug addiction.

This provision was contained in a bill
introduced by Senator KENNEDY and
me which passed the Senate in 1990, but
the provision was dropped in con-
ference. It was also contained in the
pharmacotherapy bill I introduced last
year and the youth violence bill I in-
troduced this year.

In addition, I proposed an amend-
ment which would provide a substan-
tial monetary reward for companies
that develop medicines to treat drug
addition and shift respomnsibility for
marketing and distributing such drugs
to the Government—a ‘‘Biden Bounty”’
as some have called it.

This approach would create a finan-
cial incentive for drug companies to in-
vest in research and development but
enable them to avoid any stigma asso-
ciated with distributing medicine to
substance abusers.

To qualify for the award, a pharma-
ceutical company would have to dem-
onstrate that the new medicine meets
strict guidelines—developed by the Na-
tional Academy of Sciences—that the
medicine effectively treats cocaine or
heroin addition.

At a minimum, the guidelines will re-
quire the producer of the drug to con-
duct a controlled, long-term perform-
ance test which demonstrates that: Pa-
tients—addicts—will actually take the
medicine; addicts will continue taking
the medicine for as long as it takes to
cure the addition; a significant per-
centage of those who receive treatment
refrained from using cocaine or heroin
for at least 3 years; and the medicine
has a reasonable cost.

So, it is real simple—if a medicine
meets the National Academy of
Science test and it is approved by the
Food and Drug Administration, then
the Government will purchase the pat-
ent rights for the drug from the com-
pany that developed it.

So this bounty that would be made
available to them is literally a reward.
A reward, not unlike if I were a billion-
aire and say, ‘I will give any company
$100 million if they found the cure for
cancer, or for any cancer.” It is the
same notion.

CONGRESSIONAL RECORD — SENATE

The key reason the Government
must not only reward companies with a
bounty for developing medicines, but
also purchase the patent rights is due
to the stigma problem identified by the
National Academy of Sciences report.
This stigma problem is the legitimate
concern of companies that they not be
identified as the drug addicts company.

I would also note, that if a company
does want to market and distribute the
medicine, they do not have to sell the
patent to the Government. But if they
don’t want to they can sell the patent
to Government, and we market it.

The purchase price for the patent
rights is established by law: $100 mil-
lion for a drug to treat cocaine addic-
tion and $50 million for a drug to treat
heroin addiction, figures recommended
by the Tufts University Center on Drug
Development.

So the way it works. You develop a
patent. You don’t want to be distrib-
uting it because you don’t want to be
known as that company. The Federal
Government would pay you $100 mil-
lion for the patent after it has dem-
onstrated that it works, and it was ef-
fectively done, and we would be the one
engaged in the business of doing it. We
can pay all of this money to buy cops,
we can pay all of this money for pris-
ons, and pay all of these other moneys
for other things. It is a reasonable ex-
penditure for taxpayer dollars, in my
view, to deal with the problem and
scourge of drug addiction.

Once the Government has purchased
the patent rights, then the Govern-
ment would contract out the produc-
tion of the drug and distribute it to the
existing clinics, hospitals, State and
local governments, and other entities
qualified to operate drug treatment
programs.

This is not a radically different proc-
ess from how our military procurement
works: The Pentagon specifies what
they want a fighter plane to be capable
of—how fast, its stealth capabilities,
what kind of weapons, et cetera; then
the powers of the private sector are un-
leased because the Government will
buy the best plane which meets the
specifications.

If my colleagues doubt that any such
medicine could ever be developed, fine.

If you are right, the Government will
never spend the money.

But, if I am right—just imagine the
promise—in terms of reduced drug
abuse; reduced crime; and reduced
health care costs.

The bottom line is that—this joint
public/private endeavor I seek will har-
ness the most important engine of in-
novation the world knows—the private
sector.

The three pharmacotherapy amend-
ments I offered were directly related to
the purpose of the FDA reform bill and
I hoped they would be accepted. None-
theless, I understand that for proce-
dural reasons, my amendments were
out of order and could not be offered
for a vote.

Still, I urge the Labor Committee to
hold hearings on the topic and consider
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as soon as possible.
colleagues on notice
back to offer these
the next appropriate

this legislation
And, I put my
that I will be
amendments on
legislation.

In closing, I would observe that
America’s drug epidemic is reduced
each and every time a drug abuser
quits his or her habit. Fewer drug ad-
dicts mean fewer crimes, fewer hospital
admissions, fewer drug-addicted babies
and fewer neglected children. The bene-
fits to our country of developing new
treatment options such as pharm-
acotherapies are manifold.

Each dollar we spend on advancing
options in this area can save us 10 or 20
times as much in years to come. The
question should not be—‘‘can we afford
to pursue a pharmacotherapy strat-
egy?”’ But rather, ‘“‘can we afford not
to?”’

I urge my colleagues to join me in
promoting an important, and poten-
tially ground breaking, approach to ad-
dressing one of our Nation’s most seri-
ous domestic challenges.

A lot of the scientific community
says that there are great promising
medicines out there but which the
companies will not move on for the
reasons I have stated. We should be
doing all that we can for our own safe-
ty’s sake.

I thank my colleagues. I yield the
floor.

Mr. JEFFORDS addressed the Chair.

The PRESIDING OFFICER. The Sen-
ator from Vermont.

Mr. JEFFORDS. Mr. President, I
yield to the distinguished Senator from
Ohio who has worked tirelessly on this
bill as well as the bill we reported out
of committee by unanimous agreement
relative to the work force improve-
ment. So I yield to him 6 minutes.

The PRESIDING OFFICER. The Sen-
ator from Ohio.

PRIVILEGE OF THE FLOOR

Mr. DEWINE. Mr. President, let me
first make a unanimous-consent re-
quest that my congressional fellow,
Jan Burrus, be granted floor privileges
during the duration of this debate.

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

Mr. DEWINE. Mr. President, I wish to
make some comments about one par-
ticular element of this year’s FDA re-
form bill—one that I believe is espe-
cially important and valuable.

I want to thank Chairman JEFFORDS
and my colleagues for including in this
bill a revised version of the Better
Pharmaceutical for Children Act (S.
713). Senator DoODD and I introduced
this bill earlier this year because an
overwhelming majority of pharma-
ceuticals currently on the market have
not been tested for safety or effective-
ness in children.

In fact, Mr. President, a shocking 80
percent of the drugs that are on the
market today have never been tested
for children.

We need to provide our young people
with prescription drugs that have been
studied for their effects on children’s
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bodies and appropriately labeled with
doses suitable for young ages. Too
many children today are taking adult-
size drugs because we don’t have a
comprehensive strategy to test drugs
to determine appropriate dosages for
children.

Children deserve better than this.
Children deserve he same assurance
adults have—that the drugs they take
are safe and effective.

Section 618 of the FDA reform bill in-
cludes a modified version of the bill
Senator DopD and I have worked so
hard on. It provides an additional 6
months of market exclusivity to drug
manufacturers who complete requested
or required pediatric studies on drugs
that are useful for children. This exclu-
sivity will act as financial incentive
for manufacturers to do research on
their products for young patients.

As our legislation with incentives
came close to final passage, the FDA
proposed a rule to mandate pediatric
studies. The rule was proposed last
month and would require pediatric
studies for most new drugs and for
many drugs that are already on the
market.

When the administration released its
new regulation, I applauded their deci-
sion to join Senator DODD and myself
in trying to fix this problem. I offered
to work with them in a bipartisan way
to combine the proposals for the ben-
efit of the Nation’s children. The legis-
lation before us today does just that,
and in essence combines our bill along
with the administration’s proposal.

We have adapted the legislation that
Senator DoDD and I originally intro-
duced so that it will work with the
FDA’s regulation. To ensure that we do
the best that we can for children, we
have combined the two approaches to
this problem: the financial incentives
from the better pharmaceuticals for
children bill and the mandates from
the proposed FDA rule.

We’re now moving in the right direc-
tion. This combined approach may not
yet be perfect, but we can still work on
it. T have extended an invitation to all
interested parties to continue to work
toward a better compromise between
now and conference. The most impor-
tant thing is to get it right. I think
this compromise between a market-
based approach and mandates goes a
long way toward that.

Time is of the essence in ensuring
that children and their doctors have
the information they need to safely
and effectively use pharmaceuticals.
Providing market incentives to manu-
facturers will help speed this process
along.

In closing, Mr. President, I would
like to again congratulate Chairman
JEFFORDS for the tremendous job that
he has done over a long period of time
in bringing this bill to the floor. This is
a good FDA reform bill. The ‘‘Better
Pharmaceuticals for Children” section
is only one of many creative, practical
steps this bill makes and takes in the
right direction.

CONGRESSIONAL RECORD — SENATE

The reform bill makes commonsense
changes that will help patients get ac-
cess to new medical technologies. At
the same time, Mr. President, it main-
tains assurances that products are safe
and that they are effective.

Again, I applaud Chairman JEFFORDS
for this bill. I look forward to its
speedy passage.

Mr. JEFFORDS. Mr. President, I
thank the Senator for his excellent
comments and praise him again for his
work.

Mr. President, the goal of this legis-
lation is to ensure a strong and effi-
cient FDA.

The modernization and revitalization
provision included in S. 830 makes for a
better FDA—not a weaker one, as some
have suggested.

Like many of my colleagues, I have
had the opportunity to meet with in-
dustry groups here in Washington, and
with consumers, patients, and physi-
cians—both here and at my home in
Vermont. All of these interested par-
ties have made important points about
how to modernize the agency while en-
suring that its stellar standards for
public safety remain as strong as ever.
Though the large industries regulated
by FDA are by and large not present in
Vermont, all of us use their products.
The people and the patient advocates
in Vermont have told me that more
needs to be done to ensure their timely
access to the best therapies available.

I believe we have accomplished that
with this bill.

Mr. President, I yield the floor.

FOOD LABELING REFORMS

Mr. McCONNELL. Mr. President, I
want to thank Senator JEFFORDS and
Senator KENNEDY for the inclusion of
my two amendments in S. 830. My
amendments address specific food la-
beling reforms that benefit both con-
sumers and the food and agriculture in-
dustry.

First, the Nutrition Labeling and
Education Act of 1990 [NLEA] requires
that any nutrient content claim on a
food label be accompanied by a referral
statement—‘‘See Back Panel for Nutri-
tion Information.” The original intent
of this provision was to help educate
consumers about the presence and loca-
tion of nutrition information on food
products. Based on the NLEA’s success,
today few consumers even notice this
generic referral statement because
most individuals immediately look to
the mandatory Nutrition Facts panel
to obtain nutrition information.

My proposal seeks to improve the ef-
fectiveness of this consumer notice by
requiring a referral statement only in
those instances where the FDA identi-
fies that a food contains a nutrient at
a level that could increase the risk of a
health condition for vulnerable per-
sons.

For example, if a food label states
that the product is low in fat, but the
FDA finds that the sodium content
could prove harmful to persons with
high blood pressure, the referral state-
ment would state—‘‘See Nutrition In-
formation Panel for Sodium Content.”
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Through the continued use of a spe-
cific referral statement, persons who
may find themselves at risk from po-
tentially harmful levels of some nutri-
ents would be reminded where to find
detailed nutrition information. My pro-
posal simply removes the requirement
for a generic referral statement whose
purpose is now fulfilled by active con-
sumer use of the Nutrition Facts panel.

My second proposal addresses a keen
concern for American consumers
today—food safety. The much pub-
licized outbreaks of E. Coli 0157:H7,
cyclospora, and salmonella have cap-
tured the attention and apprehension
of Americans, particularly parents,
who are concerned about the inad-
vertent exposure to food pathogens.

Since the 1960’s, food irradiation has
presented a safe, simple, and inexpen-
sive process to Kkill harmful pathogens
in many foods. Today, this approved
food safety technology promises to re-
duce the incidence of many food borne
illnesses which threaten the health of
millions of Americans, especially the
very young and the very old.

The food irradiation process is quite
straightforward. Food is exposed to a
carefully measured amount of intense
radiant energy which kills parasites
and micro-organisms. Food irradiation
is not a cure-all, but it can be an im-
portant food safety tool. Broader use of
FDA-approved irradiation promises a
significant step forward in improving
our Nation’s food safety. Dr. Michael
T. Osterholm of the Minnesota Depart-
ment of Health eloquently sets forth
the argument in favor of food irradia-
tion’s use in his May 1997 editorial in
the New England Journal of Medicine.
I ask that the text of his editorial be
printed in the RECORD after my state-
ment

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

(See exhibit 1.)

Mr. McCONNELL. In addition to the
FDA, the World Health Organization,
the American Medical Association, and
the U.S. Department of Agriculture
agree that food irradiation presents no
health risk, and have endorsed irradia-
tion as a method to prevent food borne
diseases. Today, more than 35 countries
have approved irradiation as a safe
food treatment technology.

Despite their well-documented food
safety benefits, few irradiated foods are
marketed in the United States. Why?
Because the current labeling require-
ments render the foods virtually un-
marketable. FDA regulations require
that irradiated foods prominently and
conspicuously bear the international
radura symbol and the phrase ‘‘treated
with irradiation’ or ‘‘treated by irra-
diation.” Clearly, public notice of irra-
diation is necessary for informed con-
sumer choice. However, the degree of
prominence for the current irradiation
labeling creates a false impression
among many consumers that the irra-
diation statement is a warning. This
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unintended labeling result must be cor-
rected. Targeted improvements in the
labeling will provide consumers with
clearer information on irradiation’s ap-
proved use and provide a simple means
to further food safety in our Nation.

My amendment simply requires irra-
diated foods to bear an appropriate dis-
closure requirement and specifies that
the FDA-approved disclosure need not
be more prominent than the ingredient
statement. The intent of my amend-
ment is for the FDA to revise its irra-
diation disclosure requirement to as-
sure that consumers do not misinter-
pret this disclosure as a warning.

Clearly, the FDA should have the au-
thority to require appropriate disclo-
sure of food irradiation. However, the
use of a disclosure design that discour-
ages the utilization of this govern-
ment-approved technology com-
promises efforts by the FDA and food
processors to improve food safety in
our Nation.

Mr. President, two dozen well-known
and well-respected food and agriculture
groups—such as the American Farm
Bureau Federation, the National
Cattlemen’s Beef Association, and the
Institute of Food Technologists—have
endorsed this targeted change as a
means of promoting greater use of irra-
diation as a food safety tool. I ask that
the text of their letter of support be
printed in the RECORD at the conclu-
sion of my remarks.

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

(See exhibit 2.)

Mr. MCCONNELL. I want to empha-
size that even with this amendment
FDA would retain full authority to reg-
ulate all aspects of irradiation on food,
including products on which it can be
used, what dose can be used, and the
content and placement of irradiation
labeling. Under my amendment, the
FDA can still use the current radura
symbol and the disclosure statement.
No information would be hidden from
consumers. In the same manner that
the FDA alerts purchasers to the pres-
ence of allergens, the FDA has the abil-
ity to inform consumers of the use of
food irradiation. I also want to empha-
size that this modest labeling improve-
ment does not diminish the need for
the FDA, USDA, the food industry, and
consumer groups to work together to
improve the public’s understanding of
how food irradiation works and its po-
tential benefits to public health.

Mr. President, I believe that the in-
clusion of these amendments in S. 830
demonstrates the U.S. Senate’s inter-
est in food safety and effective label-
ing. Again, I greatly appreciate the
consideration that the chairman and
ranking member of the Senate Com-
mittee on Labor and Human Resources
have given to these targeted food label-
ing reforms.
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EXHIBIT 1

[From the New England Journal of Medicine,
May 29, 1997]
CYCLOSPORIASIS AND RASPBERRIES—LESSONS
FOR THE FUTURE

(By Michael T. Osterholm)

One hundred years ago, Osler observed that
to know syphilis was to know clinical medi-
cine. Today, to know and appreciate the
many clinical, microbiologic, and public
health aspects of the outbreak of
cyclosporiasis associated with raspberries
that Herwaldt and colleagues describe in this
issue of the Journal! is to know foodborne
disease in the modern world. The investiga-
tion conducted by Herwaldt et al. illustrates
the changing epidemiologic characteristics
of foodborne disease in this country.

Two of the key factors that have contrib-
uted to these changes are the substantial al-
terations in the American diet over the past
two decades and the globalization of the food
supply.2 Although the promotion of a ‘‘heart-
healthy” diet (high consumption of fruits
and vegetables and low consumption of fat)
may be improving cardiovascular health, it
has led to a new range of problems for the
gastrointestinal tract. Infectious-disease
specialists frequently remind persons trav-
eling to developing countries to reduce the
risk of traveler’s diarrhea by eating only
foods that can be boiled or peeled. Yet sea-
sonally, up to 70 percent of selected fruits
and vegetables consumed in this country
come from developing countries. One does
not need to leave home to contract traveler’s
diarrhea caused by an exotic agent. Al-
though produce from U.S. growers is also a
source of pathogens, fruits and vegetables
from developing countries are cause for addi-
tional concern. Many developing countries
are just entering the global produce market.
The first raspberry vine was planted in Gua-
temala in 1987, yet approximately 20 percent
of all fresh raspberries sold in May 1996 in
the United States came from Guatemala.

Emerging or reemerging infectious agents
are another factor associated with the
changing epidemiologic characteristics of
foodborne disease. Cyclospora cavetanensis is
such an agent. When an emerging foodborne
agent is first recognized, there are typically
many unanswered questions about the epi-
demiologic characteristics of the infection
and its prevention. Furthermore, clinicians
need to be aware of the clinical presen-
tations associated with new agents. For ex-
ample, a patient presenting with a diarrheal
illness of five or more days’ duration, severe
fatigue, and loss of appetite should be evalu-
ated for cyclosporiasis regardless of whether
the patient has traveled to a foreign country
or consumed contaminated water. Clinical
laboratories now need to be proficient at per-
forming routine examinations for a wide va-
riety of emerging agents. Moreover, public
health officials need to be aware of the im-
portance of initiating and maintaining popu-
lation-based surveillance for these types of
agents. Today, the resources for conducting
surveillance are severely limited at the state
and local levels.

A serious problem posed by new agents
such as C. cayetanensis is our lack of under-
standing of their biology. Herwaldt et al. em-
phasize the potential role of contaminated
water. However, there appears to have been
only limited consideration of the role that
birds or other animals may have had in con-
taminating the berries. Recent evidence sug-
gests that eimeria, a recognized coccidial
parasite in birds, may be very similar to C.
cayetanensis, if not the same agent.3 4
Eimeria has long been recognized as an im-

Footnotes at end of article.
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portant cause of diarrheal disease in birds.
Consumption of berries by birds is a major
cause of crop loss and results in frequent
contamination of the berries. The use of
high-quality water for irrigation and pes-
ticide spraying and other good management
practices will not solve the problem of C.
cayetanensis contamination if birds play a
major part in that contamination. A similar
outbreak of cyclosporiasis in Florida during
the spring of 1995 was only later recognized
as likely to be associated with Guatemalan
raspberries. Yet no outbreaks were docu-
mented in association with the fall harvest
and shipment of Guatemalan raspberries in
1995 or 1996. The season migration of wild
birds in Guatemala needs to be evaluated as
a possible explanation for the patterns seen
with berry shipments and outbreaks of dis-
ease in the United States. One test of this
hypothesis will be whether there is another
outbreak of cyclosporiasis associated with
this year’s spring shipment of raspberries
from Guatemala.

I believe that one of the unfortunate les-
sons of the outbreak in the spring of 1996
came from public announcement of the ap-
parent association between a product and an
illness without sufficient epidemiologic evi-
dence. The implications of this lesson reach
far into the future. When an outbreak oc-
curs, public health agencies are often under
pressure to act quickly. The public has come
not only to expect a quick response but also
to demand it. The Texas Department of
Health and the Houston Department of
Health and Human Services investigated a
cluster of cases of cyclosporiasis among 20
participants at a May 9, 1996, conference in
Houston. On June 8, these agencies issued a
press release summarizing the results of
their epidemiologic investigation. In that
announcement, they concluded that the con-
sumption of fresh California strawberries
was associated with the illness. The need to
warn the public is legitimate, but it must be
weighted carefully against the possibility of
being wrong, which will result in economic
loss for the falsely accused industry, as well
as weaken the confidence of both industry
and the public in future public health warn-
ings. Confusion about the actual cause of
this outbreak persisted for more than six
weeks, until additional epidemilogic studies
conducted by state and local public health
agencies, the Centers for Disease Control and
Prevention, and health officials in Canada
concluded that raspberries from Guatemala
were the source of the outbreak.?

We need to establish well-defined criteria
for evaluating the quality of epidemiologic
data from investigations of outbreaks, par-
ticularly when the etiologic agent is not
readily isolated from the implicated food
product. Furthermore, when a widely distrib-
uted product is implicated in an outbreak,
we must ensure that before public announce-
ments are made, all available epidemiologic
and microbiologic evidence and information
on product distribution are reviewed quickly
and that the conclusion is supported by fed-
eral, state, and local experts in foodborne
disease.

On January 25, 1997, President Bill Clinton
announced an important new initiative to
improve the safety of the nation’s food sup-
ply, including improvements in our ability
to detect foodborne outbreaks and coordina-
tion of the local, state, and federal re-
sponses. However, we already have the
means of virtually eliminating the problem
of cyclosporiasis associated with fruit and
vegetable consumption—namely, irradiation.
The use of ionizing radiation for food pas-
teurization has been extensively evaluated
and is supported by the World Health Organi-
zation, the Food and Agriculture Organiza-
tion, the International Atomic Energy Agen-
cy, and various other international agencies,
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scientists, and government officials.® Irra-
diation provides the greatest likelihood of
substantially reducing bacterial and para-
sitic causes of foodborne disease associated
with numerous foods, including fresh fruits
and vegetables. However, the food industry
remains reluctant to use this technique out
of fear of incurring the wrath of activist
groups that wrongly proclaim that irradia-
tion is unsafe or seriously compromises the
quality of the food product. The time has
come to use irradiation; we must not let any
group use arguments without a scientific
basis to keep such an important technique
from the marketplace. This may be the most
crucial lesson to be learned from the story of
cyclosporiasis and imported raspberries.
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EXHIBIT 2

JUNE 10, 1997.

Hon. MITCH MCCONNELL,

Committee on Labor and Human Resources,
U.S. Senate, Russell Senate Office Building,
Washington, DC.

DEAR SENATOR MCCONNELL: We are writing
to advise you of our enthusiastic support for
an amendment you may offer to FDA Reform
legislation regarding labeling of food prod-
ucts under the Federal Food, Drug, and Cos-
metic Act. We understand that your amend-
ment is intended to remove labeling impedi-
ments that discourage consumer acceptance
of irradiation as a technology designed to
strengthen food safety and expand the avail-
ability of safe and affordable food products.

Irradiation is a simple and inexpensive
process used since the 1950s to kill harmful
pathogens in many foods, but is rarely used
today because of FDA’s label disclosure re-
quirements. Irradiated food products must
prominently bear the international ‘“‘radura’
symbol and the phrase ‘‘treated with radi-
ation” or ‘‘treated by irradiation.”” These
bold labeling requirements more prominent
than required warning statements, render
the foods virtually unmarketable. Again, we
understand that your amendment would re-
quire irradiated foods to bear an appropriate
disclosure requirement, but specifies that
the disclosure need not be more prominent
than the ingredient statement. In this way,
concerned Americans may be assured that
food that has been irradiated will be marked
as such but the prominence of disclosure will
not be so bold as to create the false impres-
sion that the irradiation statement is a
warning. Broader use of irradiation and
other pathogen-reducing technologies prom-
ises a significant step forward in further im-
proving food safety.

We enthusiastically support your irradia-
tion prominence-of-disclosure amendment. It

CONGRESSIONAL RECORD — SENATE

would provide for labeling policies that en-

courage the use of FDA-approved food safety

and agricultural production technologies.
Sincerely,

American Farm Bureau Federation,
American Feed Industry Association,
American Meat Institute, Animal
Health Institute, Apple Processors As-
sociation, Chocolate Manufacturers As-
sociation, Florida Fruit And Vegetable
Association, Food Distributors Inter-
national, Institute of Food Tech-
nologists, Millers’ National Federation,
National Cattlemen’s Beef Association,
National Confectioners’ Association,
National Fisheries Institute, National
Food Processors Association, National
Meat Association, National Pork Pro-
ducers Council, National Turkey Fed-
eration, Northwest Horticulture Asso-
ciation, Produce Marketing Associa-
tion, U.S. Chamber of Commerce,
United Egg Producers, United Egg As-
sociation, United Fresh Fruit & Vege-
table Association, and Western Grow-
ers Association.

Mr. KENNEDY addressed the Chair.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts.

Mr. KENNEDY. Mr. President, how
much time remains?

The PRESIDING OFFICER. The Sen-
ator from Massachusetts has 30 min-
utes.

Mr. KENNEDY. Mr. President, I yield
myself 20 minutes.

Mr. President, I will just review
quickly the work that was done by the
committee.

As I outlined earlier, there were 20
major proposals that were made by the
Secretary in June. We have addressed
19 of those. The one remaining proposal
we have not addressed is the one that
brought about the Reed-Kennedy
amendment which was defeated yester-
day, and the one which virtually all of
the consumer groups feel ought to be
altered and changed before we get to
final resolution and passage of this leg-
islation.

I reviewed some of the other provi-
sions and the changes that were made
as a result of bipartisan efforts, which
I think are important and significant
improvements, and also provide addi-
tional kinds of protection.

I mentioned the fast tracking of the
various products, and the ability of in-
dividuals who do not have expanded ac-
cess to drugs still under investigation
for patients who have no alternatives,
the inclusions of the Snowe-Feinstein
bill that will help to expand opportuni-
ties by using the NIH database, and
some of the streamlining of the FDA
procedures.

I will mention just a final few.

One concerned the improved con-
sultation between manufacturers and
the FDA. Prior to this provision, if
there were any changes being imple-
mented by manufacturers with these
medical devices, they had to be
cleared.

We have changed that so that manu-
facturers can make adjustments and
changes that are not going to affect
issues of safety in order to make their
production more efficient. But we also
have some protections for safety in-
cluded in there.
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The environmental issues. The origi-
nal bill would have eliminated all the
environmental impact statements from
FDA applications. I didn’t think that
was what we were doing when we were
extending PDUFA. We made adjust-
ments and changes on that to ensure
that those environmental impact state-
ments will be preserved.

The strengthening of the safety pro-
tections of the various medical devices.
FDA will still require device manufac-
turers to file supplemental applica-
tions when they are making changes
that affect safety and effectiveness of
the devices, but we have made efforts
to streamline that provision.

The tracking of various devices after
approval. Under the initial bill, there
was a termination of tracking of med-
ical devices. We had a good debate on
this. I thought the Senator from Illi-
nois [Mr. DURBIN] made a strong case
for continuing postmarketing surveil-
lance of medical devices. We have now
compromised and said that we permit
the FDA to make the judgment. We
have found that a principal reason for
postmarketing surveillance was a safe-
ty factor, a belief that if you track the
various medical devices and are able to
get information that shows that those
medical devices may pose a danger to
the people, you should be able to notify
others who might have used a similar
kind of device to give those individuals
protections as well.

Initially it was thought that by hav-
ing that kind of review, you could ad-
vance these medical devices because
you are going to have a pretty good
evaluation of those medical devices as
they affect people by having tracking
mechanisms rather than just attempt-
ing to evaluate safety and effectiveness
prior to the time that the medical de-
vices are actually utilized. So it was an
attempt to speed up the process that
the tracking provisions were put into
effect initially. Now they are enor-
mously important because if we find
out that people do have adverse im-
pacts from these medical devices—and
we have tracking mechanisms—we can
protect not only those individuals but
also others who might have the same
kind of device implanted in them.

We worked out a compromise, and I
think the public interest is protected.
It would not have been if we had not
worked it out.

The tightening of the process for
FDA approval of medical devices. We
have 180 days for these devices. What
we are saying is at the end of 100 days
the FDA indicates the deficiencies in
those devices but still has 180 days to
be able to make a final judgment. But
it does give an earlier indication to the
medical device manufacturer about the
potential problems that they are going
to face.

Recordkeeping by distributors of de-
vices. In the initial bill, they wiped out
all of that information. So if there was
an adverse impact from the medical de-
vice, the distributors would not have
collected the information and the FDA
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would not know about it. What we have
done is maintained that the distribu-
tors have to Kkeep the information
which they have with regard to adverse
impacts from devices. They do not have
to report it to the FDA, but they have
to keep it. And then if there is some
kind of indication about adverse im-
pact, the FDA will be able to pursue it.
It saves a good deal of paperwork. And,
it still adequately protects the public.

We have made many changes in a bi-
partisan effort to improve and
strengthen the bill. We have safety
standards for drugs to ensure that the
alternative use of a drug is going to
meet high safety standards. That is an
improvement.

Health care economic information.
When pharmaceuticals are given or
sold to health care organizations, there
is going to be complete information
given in terms of alternative treat-
ments for individuals, and this is a
very important element.

Health claims for food products. In
the initial proposal, this legislation
which was to extend the PDUFA to en-
sure faster consideration of pharma-
ceutical drugs, was effectively going to
eliminate any FDA rule on health
claims for food products. There was an
example where the industry was lean-
ing on us again in order to undermine
the kind of information that would be
given to consumers on these various
food products, the health claims.

I was around here in the late 1980’s
when we passed the legislation with re-
gard to food labeling to make sure that
the consumer was going to have the
right information as to the health as-
sets a particular food might provide,
and our committee wanted to effec-
tively eliminate those advances. We
were able to maintain them. I think
that was important. Those are some of
the items. And in each and every in-
stance, the public health was enhanced,
with the exception of one—404. There is
the record. I could have taken more
time and gone into greater detail. And
there can be no review of any of those
19 that would bring one to a different
conclusion except for the one that we
are talking about here. That is the
only one that was brought out in the
June 11 letter by the Secretary of HHS
that said you have to address it be-
cause of the compelling need to protect
the public.

That is the one that every consumer
group has said, why don’t you address
that the way you did the other 19? You
worked out bipartisan agreements on
all of the other 19 proposals and en-
hanced the public protection. Why
can’t you do it on this one?

Well, we have been unable to. But we
still hear from some of our colleagues
about what a long process this has
been, that we could have passed this in
June, you would not have passed it
without those health protections. I
think that we protected the public
with the one exception—and that
stands out.

We have gone over the FDA’s impact
on the lives of the consumers of this
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country. How in so many different
ways it impacts and affects our lives
and how they have taken action in
each and every one of those cir-
cumstances to protect the public
health. I have gone through in detail
about how the medical device industry
is prospering. They have a more posi-
tive attitude than they have ever had.

Now what they are going to do is re-
strict the protection of the public
health with this particular provision,
and it is wrong. The issue is clear. Will
medical devices be approved on the
basis of false and misleading labels? All
we needed was to add the words ‘‘false
and misleading®’ to the bill. This bill
would have gone through unanimously.
But we were defeated on the amend-
ment that would have prohibited false
or misleading labels. When our col-
leagues go back home and they are
asked in their town halls, why were
you for permitting medical device com-
panies to submit false information? I
hope they have a good answer, because
I cannot think of one, not when the in-
dustry is making the progress it is
making and is having record sales, and
safety is still being protected.

Will dangerous medical devices that
have not been tested for safety and ef-
fectiveness be foisted on the American
people?

Will unscrupulous companies like
U.S. Surgical Corp. be rewarded for de-
ceiving the FDA?

Will there be a higher value placed on
the profits of the powerful than the
health of the American people?

Section 404 of the FDA bill requires
the FDA to approve a medical device
based on the use identified on the label
submitted by the manufacturer, even if
that label is false or misleading. It pre-
vents the FDA from requiring the man-
ufacturers show that their product is
safe and effective for the purpose for
which it will be really used as opposed
to the purpose falsely claimed on the
label. It stands 20 years of progress to-
ward safer and more effective medical
devices on its head.

Nothing better shows the need for
the Reed-Kennedy amendment than the
recent history on the Advanced Breast
Biopsy Instrumentation system device
developed and marketed by the U.S.
Surgical Corp. This attempt to mislead
the FDA and foist an untested machine
on women with breast cancer shows
why it is critical that section 404 not
be passed in its current form.

The U.S. Surgical Corp. submitted
their new machine to FDA for approval
based on a label claim that it was to be
used for biopsy of breast tissue sus-
pected of being malignant. This is a
common procedure used in mammo-
grams or other diagnostic techniques
to identify suspicious looking areas of
the breast that may indicate malig-
nant tumors. If the biopsy of a small
piece of the suspicious material indi-
cates a malignancy, surgery would nor-
mally follow to remove the cancerous
tissue.

But U.S. Surgical’s label claim was
false. One of the models of the machine
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was designed to excise a piece of tissue
50 times as large as previous biopsy in-
struments—the size of a piece of hot
dog as compared to the size of the tip
of a lead pencil. It was clearly designed
to be used to excise small tumors, not
just to perform a biopsy. But the ma-
chine was not tested to see whether it
was safe and effective for this purpose.
The company was, in effect, proposing
to subject women with breast cancer to
surgery with a machine that might
have been less effective in treating
their illness than existing therapies. It
placed the company’s profits first and
the patient’s needs last.

Because FDA initially relied on U.S.
Surgical’s false and misleading label,
the device was subjected only to an en-
gineering review and was cleared for
use on February 1, 1996. Had the prod-
uct been honestly labeled, FDA would
have reviewed it using a multidisci-
plinary team and required the company
to present genuine clinical data in sup-
port of the application.

On March 29, 1996, the FDA obtained
a copy of a promotional videotape that
U.S. Surgical was distributing to phy-
sicians to try to sell their product.

We have a copy of it right here, Mr.
President, and the videotape clearly
describes the device as appropriate for
surgically removing small lumps of
cancerous tissues. Let me quote some
extracts from this slick production.

U.S. Surgical is entering a new millennium
in breast surgery by combining advanced
stereotactic technology with minimally
invaslive surgery.

Unlike needle biopsies where small sam-
ples of the lesion are removed for patholog-
ical analysis, the ABBI system removes the
entire specimen.

If the specimen proves to be cancerous but
pathology reports the entire margin is clear,
it is up to the clinical judgment of the sur-
geon to decide to remove additional tissue or
if the procedure can be considered complete.

The ABBI system—

Which is the needle I referred to—
allows surgeons to provide the benefits of a
minimally invasive technique to breast sur-
gery. . .. Benefits to the patient include: Re-
duced physical and emotional trauma as a
woman undergoes only one versus two proce-
dures.

Minimally invasive breast surgery. A new
standard of patient care offered only by
United States Surgical Corp.

Here is their advertisement: ‘“‘The
latest technique is minimally invasive
breast biopsy.”

And here is the language included in
the videotape that says minimal
invasive breast surgery. And we heard
out on the floor, well, U.S. Surgical
Corp. did not have anything to do with
promoting this. ‘‘A new standard of pa-
tient care offered by the United States
Surgical Corp.”

It is clear that this company has de-
signed this machine for breast surgery,
not just biopsy, and is promoting it for
this use despite the false and mis-
leading label submitted to the FDA.

Here is what a distinguished physi-
cian, Dr. Monica Morrow, professor of
surgery at Northwestern University,
had to say about the company’s ma-
chine:
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I am writing to express my feelings regard-
ing the importance of the FDA’s mandate to
evaluate ‘‘behind the label” uses of devices
and drugs.

The need for such evaluation is clearly ex-
emplified by the marketing strategy for the
U.S. Surgical breast biopsy device (ABBI).
This device was approved for use as a diag-
nostic instrument. However, the company
video clearly depicts the use of the device for
definitive breast cancer therapy.

No clinical trials using the accepted tech-
niques for comparing cancer treatments have
been conducted to validate this claim, and
without such trials, the device could poten-
tially pose a significant risk to patients. In
addition, other claims regarding improved
cosmetic outcome and patient acceptance
are similarly unsubstantiated. The indica-
tions for the uses of devices and drugs should
be determined by appropriate clinical and
scientific data, and not by their appeal as
marketing gimmicks.

This video was dropped off in my office by
a company representative as part of an effort
to interest me in purchasing this equipment.

When the FDA became aware that
the company was promoting the device
for this unauthorized purpose, it also
became aware that it had made a mis-
take in clearing a device that was
clearly designed for a purpose not stat-
ed on the label—tumor removal—with-
out adequate clinical testing. The FDA
then acted to require the company to
include a strong cautionary label that
the device was only to be used for tis-
sue sampling, not tumor excision. And
it required it to submit clinical data on
its use for the original claimed purpose
of biopsy. Based on this revised label
and the new clinical data, the FDA re-
cleared the machine for breast biopsy
on September 24, 1996.

And it further required the company
to conduct studies on the safety and ef-
fectiveness of the machine for tumor
removal, studies which are ongoing.

Evidently the company sees its po-
tential now, and now is doing the stud-
ies which it didn’t do before on the re-
moval of the breast. Now they are
doing it, after the FDA caught them
promoting this device for that purpose.

We have listened out here, ““This is
just another machine. This is just an-
other biopsy machine.” And we find
the clearest example of a case where it
gets approved for one purpose, it is pro-
moted and used for another purpose.
When it is caught by the FDA, they did
submit additional clinical information
for the removal of breast—and they are
doing it now. They didn’t say, Tumor
removal? We never thought we were
going to use it for tumor removal. Why
is the FDA suggesting that we had ever
intended to use it for that, but, OK,
there is an idea, we will go out and
conduct the clinical studies.

Let’s be realistic here, they had in-
tended to use it for an alternative use.
They promoted it for an alternative
use. And they never supplied the FDA
with the safety information on that al-
ternative use.

How much time do I have remaining?

The PRESIDING OFFICER. The Sen-
ator has 10 minutes.

Mr. KENNEDY. Mr. President, U.S.
Surgical’s public response to this sorry
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record of profiteering at public expense
is a disgraceful attempt to avoid re-
sponsibility for its unacceptable behav-
ior. It claimed it had not produced the
video—even though the video carries
the company log and it is impossible to
watch it without it being clear that the
company paid for it, produced it, and
wrote the script.

It claimed that it had not distributed
the video, even though there is no rea-
son to produce a promotional video ex-
cept to distribute it, and even though
Dr. Morrow has written that the video
was delivered to her office by a com-
pany representative trying to convince
her to buy the U.S. Surgical machine.
And, according to the Associated press,
a company spokesman said that ‘‘the
label * * * makes clear that the biopsy
divice is ‘to be used only for diagnostic
breast biopsy and is not a therapeutic
device.””” But as the history of this ma-
chine makes clear, that clear dis-
claimer is only on the label because
the FDA stepped in and stopped the
company from its illegal promotional
efforts.

If section 404 is passed in its current
form, the FDA will be handcuffed in its
efforts to protect the public against
untested and potentially harmful—
even fatal—devices. Under current law,
the FDA is able to require that the
company develop data to show that the
new device was safe and effective for
removing tumors—the real use in-
tended by the company, not the false
and misleading use submitted on their
proposed label. When the FDA made a
mistake and inappropriately cleared
the device, it had the authority to go
back to the company and warn that it
would revoke their approval unless
adequate warnings were placed on the
label and necessary clinical testing was
performed.

But under section 404 of the FDA re-
form bill, the FDA would be forced to
approve the new device without such
evidence. Unscrupulous companies will
not only be allowed but encouraged to
submit misleading labels, because they
will gain a competitive advantage over
companies that play by the rules.

American women do not want to die
from breast cancer because companies
are allowed to sell devices that may be
unsafe and ineffective. No Senator
would want their own wife or mother
or daughter to be subjected to such an
untested device, solely because a
greedy company wanted higher profits.

Supporters of this measure claim
that FDA will still have the power to
require that dangerous devices be
shown to be safe and effective before
they are sold. They point to the lan-
guage of the statute that says a device
approved as substantially equivalent
must meet two tests. First, it must
have the same intended use as the
predecessor device. Second, ‘‘the infor-
mation submitted that the device is
substantially equivalent to the predi-
cate device contains information, in-
cluding clinical information if deemed
necessary by the Secretary, that dem-
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onstrates that the device is safe and ef-
fective as a legally marketed device,
and does not raise different questions
of safety and efficacy that the predi-
cate product.”

What their argument ignores is the
first part of the test—the intended use
test. Today, the FDA can look at the
device and say, from the technical
characteristics of the product, that it
is obvious that it has been redesigned
so that it is primarily for a different
use than the older device. But under
the amendment, they would be barred
from doing this. They would be forced
to accept the manufacturer’s word as
to the intended use of the device—even
if that label were false and misleading,
even if the manufacturer was lying.
That is what happened with U.S. Sur-
gical and the biopsy machine that was
really designed to treat breast cancer.
Under the current law, FDA could re-
quire that U.S. Surgical show their de-
vice was safe and effective for treating
breast cancer. Under the amendment,
they could not.

This is not just my opinion. It is the
reason that the administration has sin-
gled out this provision as possible
grounds for a veto. It is the reason it is
opposed by a broad coalition of con-
sumer and public health groups. It is
obvious that the only reason that the
proponents of this provision are not
willing to compromise is that they
want to hamstring the FDA for the
benefit of the industry. How else can
they possible justify requiring FDA to
evaluate a device based on a false and
misleading label.

If allowed to stand, this provision
will give unscrupulous companies a li-
cense to lie to the FDA. It will penalize
ethical companies who are truthful and
do the necessary testing to prove that
their products are safe and effective.

Most of all, it will put the health of
America people at risk so that a greedy
few may profit.

The issue goes far beyond products to
excise breast cancer. If applies to la-
sers to treat prostate disease, stents to
place in carotid arteries, imaging sys-
tems to detect breast cancer, and a
host of other treatment for dread dis-
eases.

A few days ago, the public was made
aware of the tragedy that resulted
from the use of diet drugs in ways that
had not been approved by the FDA as
safe and effective. This so-called off-
label use of fenphen may well have
caused serious and irreversible heart
damage in tens of thousands of women
who thought the drugs were safe.

The legislation before us would actu-
ally encourage the use of off-label, un-
approved uses of medical devices. It
can fairly be called the fen-phen device
provision.

It is shocking that this shameful pro-
vision has been so cavalierly included
in this bill. It is incomprehensible that
reputable device manufactures are not
prepared to support a compromise that
allows the FDA to look behind labels
that are false or misleading.
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Medical devices can heal, but they
can also main and kill. The history of
medical devices is full of stories of un-
necessary death and suffering.

But thanks to the authority the FDA
now has, there are also many stories of
lives saved by the vigilance of the
FDA. What is incomprehensive about
the bill before us is that it would take
backward—in the direction of less pro-
tection of public health rather than
more. The whole history of device regu-
lation has been to provide the public
greater protections.

Two decades ago, the Dalkon shield
disaster led to the passage of a law giv-
ing the FDA greater authority over
medical devices. At the time, this birth
control device went on the market, the
FDA has no authority to require manu-
facturers to show that devices are safe
and effective before they are sold. In
1974, an FDA advisory committee rec-
ommended that the Dalkon shield be
taken off the market—after almost 3
million women had used it.

The device was found to cause septic
abortions and pelvic inflammatory dis-
ease. Hundreds of women had become
sterile, and many required
hysterectomies. According to the man-
ufacturer’s own estimates, 90,000
women in the United States alone were
injured. The manufacturer, A.H. Rob-
bins, refused to halt distribution of the
device, even though the FDA requested
it, while the issue was reviewed by the
advisory committee.

The Shiley heart valve disaster was
so serious that it led to the enactment
of further legislation. This mechanical
heart valve was approved in 1979. It was
developed by the Shiley Co. the Shiley
Co. was subsequently sold to Pfizer,
which continued marketing the value.
It was taken off the market in 1986 be-
cause of its high-breakage rate.

By that time, as many as 30,000 of
these devices had been implanted in
heart patients in the United States.
One hundred and ninety-five valves
broke and 130 patients died. Thousands
of other patients who had the defective
valves in their hearts had to make an
impossible choice—between undergoing
a new operation to remove the device,
or living with the knowledge that they
had a dangerous device in their heart
that could rupture and kill them at
any moment. Depositions taken from
company employees indicated that
cracks in defective valves may have
been concealed from customers.

Before the defective valve was with-
drawn, the manufacturer had tried to
introduce a new version with a 70 de-
gree tilt instead of the 60 degree tilt
approved by the FDA.

The increased tilt was intended to
improve blood flow and reduce the risk
of clotting. The FDA’s review found
that the greater tilt increased the like-
lihood of metal fatigue and valve
breakage, and the new version was not
approved for use in the United States.
Four thousand of the new devices were
implanted in Europe. The failure rate
was six times higher than for the ear-
lier valve—causing at least 150 deaths.
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In another example of a human and
public health tragedy involving a med-
ical device, the firm Telectronics mar-
keted a pacemaker wire for use in the
heart.

Twenty-five thousand of these pace-
makers were marketed, beginning in
1994, before it was discovered that the
wire could break, cause damage to the
wall of the heart, or even destroy the
aorta.

Another device disaster is toxic
shock syndrome from superabsorbent
tampons. Most women would not think
that a tampon could kill them or a
change as minor as increasing the ab-
sorbency of the material used could
have life-threatening consequences.
About 5 percent of toxic shock syn-
drome cases are fatal. As a result of
this problem FDA began requiring test-
ing of the absorbency of all types of
tampons. Women deserve protection.
FDA should be strengthened, not crip-
pled.

The case of artificial jaw joints—re-
ferred to as TMJ devices—are another
tragedy that devastated tens of thou-
sands of patients, mostly women.
These devices were implanted to assist
patients with arthritic degeneration of
the jaw joint, most with relatively
mild discomfort. But the impact of the
new joints, sold by a company called
Vitek, was catastrophic. The new
joints often disintegrated, leaving the
victims disfigured and in constant, se-
vere pain. To make matters worse,
Vitek refused to notify surgeons of the
problems with the joints, and FDA had
to get a court order to stop distribu-
tion of the product. Similar problems
were experienced with Dow Corning sil-
icone jaw implants.

In yet another example, the FDA was
able to block a device that involved a
plastic lens implanted in the eye to
treat nearsightedness. The device was
widely marketed in France, but the
FDA refused to approve it for use in
the United States. Long-term use of
the device was later shown to cause
damage to the cornea, with possible
blindness.

The angioplasty catheter marketed
by the Bard Corp. turned out to be a
dangerous device that the company
sold with a reckless disregard for both
the law and public health. The device
was modified several times by the cor-
poration without telling the FDA in
advance, as required by the law. The
company was prosecuted and pleaded
guilty to 391 counts in the indictment,
including mail fraud and lying to the
Government.

Thirty-three cases of breakage oc-
curred in a 2-month period, leading to
serious cardiac damage, emergency
coronary bypass surgery, and even
death.

Devices as simple as patient re-
straints used in nursing homes and
hospitals have been implicated in 231
injuries, including 128 deaths.

The list goes on and on.

These tragedies resulted in expanded
powers for the FDA to protect the pub-
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lic against dangerous devices and
greater vigilance on the part of the
agency. But this bill steps backward by
forcing the FDA to try to protect the
public with one hand tied behind its
back.

This bill actually forces the FDA to
approve devices based on false and mis-
leading labels.

Under the provision, the FDA cannot
look behind the manufacturer’s pro-
posed use to demand appropriate safety
and effectiveness data, even if it is ob-
vious that the device has been designed
for an altogether different use than the
manufacturer claims. I have already
discussed the dangers of a breast can-
cer biopsy needle that would have been
used to treat breast cancer without
adequate evidence that it was effective.
There are many other examples of the
kind of dangerous devices that could be
foisted on the American public, if the
provision of the bill allowing false and
misleading labels is allowed to stand.

Surgical lasers are increasingly used
for general cutting, in place of tradi-
tional instruments such as scalpels. In
a recent case, a manufacturer called
Trimedyne adapted the laser in a way
that indicated it was clearly intended
for prostate surgery. But it submitted
an application to the FDA saying that
the laser was only intended for general
cutting. The label was clearly false,
and the FDA was able to require ade-
quate safety data before the product
was allowed on the market. But under
this bill, the FDA would be forced to
approve the product, without requiring
evidence that the device is safe and ef-
fective for prostate surgery.

Prostate surgery is a very common
procedure affecting tens of thousands,
if not hundreds of thousands of older
men.

Failed surgery can result in perma-
nent incontinence and other dev-
astating side effects. Do we really want
surgical tools to be used to treat this
common illness that may not be safe
and effective? If this legislation passes
unchanged, that is exactly the risk
that large numbers of patients needing
prostate surgery could face.

A further example involves digital
mammography, an imaging technology
that is becoming an alternative to con-
ventional film mammography. The new
device is approved for better diagnostic
imaging of a potentially cancerous
lump in the breast that has already
been detected. But it is not known
whether the new machine can be used
effectively in screening for breast can-
cer when there are no symptoms.

Under this bill, if a manufacturer
seeks approval for a digital mammog-
raphy machine that is clearly designed
for breast cancer screening, not just for
diagnosis, the FDA would be prohibited
from requiring data to show that the
machine is effective for screening. Does
the Senate really want to support leg-
islation that could result in women
dying needlessly from undetected
breast cancer? That is what this device
provision could cause.
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Another example involves the large
number of patients who have suffered
serious fractures and who benefit from
orthopedic implants that help the bro-
ken bones to heal. In some cases, these
implants are designed to be removed
after the healing is complete. In other
cases, to avoid further surgery or to
strengthen the bone, the implants are
left in place.

Under this legislation, a manufac-
turer of plates and screws approved for
short-term use could modify them in a
way that clearly shows they are in-
tended for long-term use. The FDA
would be prohibited by this bill from
looking behind the false and deceptive
label and requiring the manufacturer
to show that the device will not degen-
erate or weaken the bone during long-
term use.

Pedicle screws are a clear example of
just such behavior by manufacturers.
Originally designed to hold long bones
in place after a fracture, they were
modified by the manufacturer so that
they could be used to make the spine
more rigid, with the goal of reducing
painful back problems. But the many
manufacturers of these screws did not
present safety and effectiveness data to
the FDA for this new use.

The result: the screws sometimes
broke and sometimes caused spinal
fractures. Reoperation rates ranged
from 14 to 52 percent—and patients suf-
fered permanent pain and disability.
This is exactly the kind of unethical
behavior by manufacturers that this
bill encourages.

Other examples in the way that this
provision could allow unsafe and inef-
fective devices abound. A stent de-
signed to open the bile duct for gall-
stones could be modified in a way that
clearly was designed to make it a
treatment for blockages of the carotid
artery. Without adequate testing, it
could put patients at risk of stroke or
death. But under this bill, the FDA
would be prohibited from looking be-
hind the label to the actual intended
use of the device.

Still another example involves con-
tact lenses, which can be approved for
either short- or long-term wear. Ex-
tended wear contact lenses can be left
in the eye overnight, and sometimes
are worn for weeks. Under this bill, a
manufacturer could take contact
lenses approved for short-term wear,
and modify them in a way clearly in-
tended for long-term wear. The FDA
would have to approve the modified
lenses based on the false and mis-
leading label for short-term use.
Unsuspecting patients could suffer cor-
neal ulcers and even blindness.

The vast majority of medical device
manufacturers meet high-ethical
standards. Most devices are fully tested
and evaluated by the FDA before they
are marketed.

But as many examples make clear, if
the FDA does not have adequate au-
thority to protect innocent patients,
the result can be unnecessary death
and injury to patients across the coun-
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try. There is no justification—none
whatever—for Congress to force the
FDA to approve devices with false or
misleading labels. And there is cer-
tainly no justification for giving a
competitive advantage to unscrupulous
companies who will exploit this gaping
loophole in the law.

Companies that hope to benefit by
weakening the FDA are powerful and
profitable. They believe they have the
votes to push this disgraceful provision
through the U.S. Senate. Today, they
probably do have the votes.

But if the American people truly un-
derstand what is at stake, I do not be-
lieve they will permit this dangerous
provision to become law. When the
vote comes on Tuesday, we will see
how many Senators are willing to
stand with the American people—and
how many are willing to vote in favor
of false and misleading labeling.

The legislation we are considering
has many constructive elements. But it
does not deserve to go forward unless
this disgraceful provision is removed.
False or misleading labels should have
no place in approval of medical devices.
Unscrupulous manufacturers do not de-
serve a free ride at the expense of pub-
lic health.

I intend to continue to fight to mod-
ify this provision so that public health
can be protected, and I believe that we
will ultimately be able to reach a com-
promise that will not sacrifice the pub-
lic interest to the profits of greedy
manufacturers. We have been success-
ful in assuring that every other objec-
tionable provision of this bill has been
modified so that the public health is
protected. This provision must be
changed as well.

Here are some significant advances in
the FDA bill and compromises worked
out on S. 830 since the committee
markup on June 18.

First, preserving State oversight of
safety of cosmetics. This compromise
assured that the States will be able to
continue to regulate the safety of cos-
metic products. The Gregg proposal in
the underlying bill would have barred
States from any regulation whatsoever
of cosmetics, even though the FDA has
neither the authority nor the staff to
regulate these products. The com-
promise allows States to continue their
regulation unless a specific incon-
sistent regulation has been issued by
the FDA in a particular area.

Second, safeguards for off-label use of
drugs. This important compromise will
allow companies to circulate reputable
journal articles about off-label use of
drugs but will ultimately enhance the
public health and safety because the
FDA will be given the opportunity to
review, comment on, and approve arti-
cles which the companies will cir-
culate. The compromise also requires
companies to undertake studies on the
safety of their drugs for the specific
off-label use and submit applications to
the FDA for approval of their drugs for
these uses within 3 years. Currently,
companies are circulating articles
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without reviewing them for off-label
use without seeking review or approval
by the FDA and are also never con-
ducting the studies which would lead
to ultimate FDA approval or dis-
approval of the drug.

Third, expanding access to drugs for
patients and fast track approval:

Fast track approval. This is one of
the most important new initiatives in
the legislation. Fast track approval
will provide the same streamlined
availability for drug treatments for pa-
tients with any life-threatening disease
now available only to patients with
cancer or AIDS.

Expanded access to drugs still under
investigation for patients who have no
other alternatives. The compromise
combines protections for patients with
expanded access to new investigational
therapies, without exposing patients to
unreasonable risks.

Providing access for patients to in-
formation about clinical trials for seri-
ous or life-threatening diseases. This
compromise will assure that patients
suffering from serious or life-threat-
ening diseases will have available to
them information about ongoing clin-
ical trials relating to these diseases.

Fourth, streamlining FDA proce-
dures. In order to expedite some prod-
uct reviews, the compromise authorizes
the Secretary to contract out to third-
party reviewers when it will improve
timeliness, but not when it will reduce
quality. For medical devices, the com-
promise establishes in law an already
existing pilot program for reviewing
devices by outside third parties. The
compromise limits the review only to
low-risk class I devices and specifically
excludes higher risk devices that are
life-sustaining or if the device was not
shown to be appropriate could cause
substantial impairment to human
health. The FDA will not have to ex-
pend resources on unnecessary reports
which may be duplicative of other re-
ports already required to be filed by
the agency.

Fifth, improved consultation between
manufacturers and FDA. The com-
promise increases the requirements on
the FDA to consult with device manu-
facturers and specifically to work to-
ward achieving agreement on what set
of data needs to be provided by the de-
vice manufacturer before approval can
be granted. In addition, the device
manufacturers are required to supply
progress reports to the FDA, and in
particular, report significant defi-
ciencies in the device which have de-
veloped during the review period.

Sixth, environmental issues. The
original bill would have eliminated en-
vironmental impact statements from
FDA applications. The compromise en-
sures that the bill does not undermine
environmental protections provided by
the Environmental Protection Act.

Seventh, strengthening safety pro-
tections of medical devices:

Safety and effectiveness of devices.
The FDA will still require device man-
ufacturers to file supplemental applica-
tions when they are making changes to
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their manufacturing procedures which
may affect the safety and effectiveness
of the devices.

Tracking of devices after approval.
The compromise ensures that FDA can
require surveillance of products after
they have been approved for as long as
needed to protect the public health.

Tightening up the process for FDA
approval of medical devices. The FDA
will now be required to accept the clas-
sification made by the manufacturer
unless questions are raised within a
specific period of time. The com-
promise also tightens up timeframes
within which the FDA must make a
final decision on a device application.

Recordkeeping by distributors of de-
vices. The compromise requires limited
recordkeeping by device distributors so
that patients using devices will be
readily identifiable if there is a health
problem.

Eighth, other issues:

Safety standards for drugs. Supple-
mental applications for drug approvals
need to meet the same safety standards
as the original application.

Health care economic information.
Only valid and supportable health eco-
nomic claims may be made by drug
manufacturers.

Health claims for food products. This
compromise assures that the Nutrition
Labeling Act is not undercut or weak-
ened, and that any health claims by
food manufacturers have to be substan-
tiated.

Mr. President, we want to be able to
give the FDA the authority, when it is
clearly indicated as a result of the
technological changes in that medical
device that an alternative use is in-
tended, to look in behind the proposal
and examine the safety data that
would indicate that device is going to
be safe, for the American public to be
protected.

That is the issue. We have had too
many medical device tragedies in this
country. It has not been that long ago,
whether it is the Dalkon shield or the
Shiley heart valve, or even the adjust-
ments in absorption level in tampons
that produced toxic shock and resulted
in the deaths of women—there have
been too many medical device trage-
dies. We have been able to avoid them
in recent times. The industry is doing
well. We are having new breakthrough
technologies.

We have reviewed 19 of the 20 key ele-
ments that have been raised by those
who have been most concerned about
the safety and security of the Amer-
ican people. We have addressed them
and advanced the public’s interest in
protecting the health of the American
people with the exception of this provi-
sion.

It would be wrong and a major mis-
take to permit this legislation to be
passed without making that change.

I reserve the remainder of my time.

The PRESIDING OFFICER. Who
yields time?

Mr. JEFFORDS. Mr. President, I
yield such time as he may consume to
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the Senator from Indiana, who has
been somewhat involved in this issue. I
am sure he may have a few things to
say.

Take as long as you like.

Mr. COATS. Mr. President, I thank
the Senator from Vermont. I have been
listening carefully to the words of the
Senator from Massachusetts. I have
clearly come to the conclusion the only
remaining problem with the entire 215-
page bill is section 404. We have had
considerable debate about that yester-
day and today. The Senator said this is
the last remaining piece. The Senator
correctly pointed out, of the 20 items
that he was interested in, 19 have been
resolved. That is an awfully good bat-
ting average, 19 out of 20. Yet the Sen-
ator says the bill cannot go forward
until the last one is resolved.

We had a debate on this. The Senator
passionately presented his case, but it
was not persuasive. Mr. President, 65
Members of the Senate did not agree
with the Senator from Massachusetts.
We had the vote. That issue has been
dispensed with. I know the Senator is
upset that his view did not prevail, but
it did not prevail, despite lengthy and
passionate argument to the contrary.

But, putting that aside, I hope we can
take the Senator at his word, that this
is the only part of the bill that remains
of concern to him. I have word the FDA
lobbyists are currently trying to work
the House to undo the negotiations,
some of the negotiations on some of
those 19 items. I trust the Senator,
having acknowledged that those have
been negotiated fairly and addressed,
would support us in maintaining the
language that is in the Senate bill
when this bill goes to conference, and
not encourage any kind of modification
of that or weakening down of that
agreed-upon compromise.

I assume that means section 406 is
satisfactory and there is nothing more
we need to do with it, based on the
Senator’s remarks. I am pleased we can
go forward on that basis.

I also heard the Senator say that ba-
sically everything is fine at FDA, that
this revolution that has taken place
under Dr. Kessler solved the problem,
admitting there were problems before
but we really don’t need to do anything
more. To quote him, he said, “If it
ain’t broke, don’t fix it.” FDA is im-
proving as we speak. Everything is
going fine at FDA.

The reason why we are here is that
everything is not going fine at FDA. It
has not for 20 years. We have been at-
tempting to reform the process at FDA
for the past 20 years and there are
some reasons for that. It is not fine be-
cause there clearly have been delays
that have resulted in impaired health
and safety of Americans.

You know, there are two edges to
this sword. There are two sides to this
issue. One side is making sure that we
have a Food and Drug Administration
that follows careful procedures before
approving drugs and devices, because
clearly that is in the best interests of
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the health and safety of Americans.
There is no one on this floor, as Sen-
ator DODD said yesterday, who does not
want to maintain a vital FDA, with the
authority to review drugs and to re-
view devices and to make sure, to the
best of their ability, that those drugs
and devices promote the health and
promote the safety of Americans.

They will not always be perfect, as
we have learned in this discussion.
They make mistakes. Sometimes poli-
ticians lean on them to approve things
that should not be approved and they
approve them only to find out later
that they should not have approved
them. Maybe they should not be sub-
ject to that political pressure. They
should not. None of us, whether we are
for or against a particular drug or de-
vice, should be involved in the sci-
entific process of approving or not ap-
proving a drug. But we can involve our-
selves in requiring that the FDA do
what is necessary to avoid the bureau-
cratic delays, avoid the inefficiencies,
and make itself a more efficient admin-
istration. I will talk about that in just
a moment.

But let me talk about the other side
of this issue. Let me talk about the pa-
tients and the consumers, the Ameri-
cans whose health and safety and
whose lives have been jeopardized or
lost because of inefficient FDA bureau-
cratic delays. We talk about those who
have been impacted by drugs that have
been approved, in some people’s view,
too quickly. What about those whose
health and safety has been impaired
and who have died because the drugs
have mnot been approved quickly
enough? A very prestigious institution,
the Hudson Institution, has done a
seminal study on that issue and put
out a report in November of 1995 titled,
“The Human Cost of Regulation. The
Case of Medical Devices and the FDA.”

I hope my colleagues will read this to
understand the other side of the issue,
the rest of the story. I will just quote
briefly from it.

When policymakers weigh the costs and
benefits of our current policies governing the
production of new medical technologies, per-
sons who die from the absence of a device
that should have been available should count
as much as the victims of a defective device.

We have heard a lot here about vic-
tims of defective devices, but we have
not heard very much about victims of
devices that have been unnecessarily
delayed that could have saved patients’
lives, that could have improved their
safety.

Mr. KENNEDY. Will the Senator
yield just for a question?

Mr. COATS. I will be happy to yield
to the Senator for a question.

Mr. KENNEDY. What is the date of
that particular study? I did refer to re-
cent studies. I was just interested in
the date.

Mr. COATS. November 1995. I will
quote further:

Although these improvements are cer-
tainly laudable, they are not worth the
human costs of the FDA’s approval system.
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Rather than protecting public safety, in
some cases the FDA’s system for approving
medical devices actually endangers lives.

Let me cite some examples: Coronary
stents. Coronary stents are simply a
wire mesh tube that holds the artery
open to facilitate the flow of blood to
the heart muscle. During angioplasty,
which nearly 400,000 Americans a year
undergo, before the coronary stent was
developed 15 percent of patients under-
going that operation had a blood vessel
collapse and had to go into emergency
bypass surgery, which placed them at
greater risk, and a lot of lives were
lost. The coronary stent, however, be-
came an alternative method of treat-
ment for most of these patients and re-
duced dramatically the amount of col-
lapsed blood vessels and dramatically
the lives that were lost.

You would think that, given the im-
portance of this technological break-
through, the FDA would have given ex-
peditious handling to the application
for approval of the stent. Sadly, for
thousands of Americans who died when
they could have benefited from this
stent, this was not the case. It took 9
months for the device’s developers to
obtain permission from the FDA to
even begin preliminary phase I clinical
trials. These trials took another year.
Then the manufacturer conducted
phase II trials for 9 months, and based
on those results requested immediate
permission to begin the final phase III
trials.

The FDA rejected this request. The
manufacturer appealed and then again
requested permission to begin phase III
trials. Three more months and the
FDA came back and said no, you can’t
start. In the meantime, the manufac-
turer had repeated a whole series of
phase II trials again. Finally, 7 months
later, the manufacturer completed the
first segment of phase III after the
FDA finally granted permission, and on
and on it went for another 15 months.

Four months later the FDA’s advi-
sory panel of medical experts said OK,
we will issue the order granting ap-
proval—excuse me. They recommended
the order to grant approval. It then
took the FDA 12 months to comply
with their medical experts’ request to
order the approval of the stent.

The Hudson Institute estimated the
number of lives lost, and it is an esti-
mate. But, based on a very thorough
study, and it is all documented here in
this report, they estimated that the lag
time attributable to the FDA cost
Americans 2,888 lives. That is the other
side of the story.

We hear about mistakes, and, yes,
mistakes are made. We are all humans
after all. We hear about mistakes, and
the Senator from Massachusetts has
detailed and had his charts up about
individual patients who have been in-
jured, or had their health jeopardized
through FDA approval of a product and
then the fact that product was not ev-
erything that it was billed to be. But
we have not heard anything said about
the 2,888 patients who died because of
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FDA bureaucracy and inefficiency in
approving a lifesaving medical device.

Let’s assume that only 25 percent of
that delay was due to FDA. We are still
talking about 1,570 lives. That is the
other side of the story.

I could go on and on. The omnicarbon
heart valve, the left ventricular assist
device, the heart transplant proce-
dures, all of these, just dealing with
the heart—delays because of FDA inef-
ficiency.

That is why the committee has been
s0 insistent on moving forward with re-
form. That is why the committee has
said, no, everything is not fine at FDA.
Yes, we appreciate the fact that they
are doing a little bit better since they
taxed the pharmaceutical industry to
provide the funds to hire the research-
ers to expedite the approval of drugs.
But they have not done better with de-
vices.

The statements that the Senator has
made were wrong. We have not had im-
provement in the way that devices are
handled. High-risk and novel device re-
view times in 1995 increased from 348
days to 773 days; if you count the days
in FDA hands, 247 to 606. That is on av-
erage.

I could go over example after exam-
ple. In fact, in the budget this year, in
responding to that, FDA said we are
actually going to slow down, we are ac-
tually going to have to slow down re-
view times with respect to device sub-
missions. The agency itself predicted
that they would complete 6 percent
fewer reviews but review them 20 per-
cent slower. Part of that is our fault.
We are not giving them the resources
that they need to speed up the process.

But there is another part of this
story that we have not heard from the
Senator from Massachusetts. That is
the testimony of the then-Commis-
sioner of FDA, Dr. David Kessler. The
Senator this morning said that under
the revolution that is taking place
under the leadership of Dr. Kessler, ev-
erything now is just hunky-dory.

Well, we had Dr. Kessler before our
committee. Dr. Kessler did not say ev-
erything was hunky-dory. Dr. Kessler
did not say everything was fine. In
fact, Dr. Kessler pretty much threw up
his hands and said, ‘I can’t control the
agency. I can’t administer this agen-
cy.” In an astounding statement to
Members of Congress, he said, ‘“‘It’s
only under pressure from the Congress
that we have been able to expedite and
move things here.” He said, “I'm at a
loss to do this, but you keep the pres-
sure on.”’

Well, if we listen to the Senator from
Massachusetts, we would take the pres-
sure off. Then they probably would re-
vert to the same old ways. It is a bu-
reaucracy that has not been adminis-
tered well under the previous Commis-
sioner. Let us hope the current acting
Commissioner or the new Commis-
sioner can do a lot better job than the
previous Commissioner. The previous
Commissioner seemed more intent on
pursuing a political agenda than he did
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in approving drugs and approving de-
vices that save the lives and improve
the health of Americans.

To respond to a question from a
Member of Con