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quipped, ‘‘In a campaign, if you haven’t
heard a good rumor by noon, you better
start one.” Needless to say, Wiley
knew how to have fun in serious situa-
tions, and he always got the job done.

Wiley’s outstanding work and invalu-
able knowledge were not the only rea-
sons he was well loved by Mississip-
pians. Many benefited from his tireless
work as an ambassador for his beloved
Mississippi State University. Wiley was
a servant of the people, and he was one
of them.

He is best described as the kind of
person who never met a stranger or
knew an enemy. He reached out to in-
dividuals at all levels, and his friendli-
ness was contagious. Quite simply, ev-
eryone liked Wiley.

I understand that the church in
Jackson couldn’t hold all those who
showed up yesterday to pay tribute and
show appreciation for Wiley. To anyone
whose life he touched, this is no sur-
prise.

There is not a story that can be told
or a memory brought to mind about
Wiley that wouldn’t bring a smile to
the faces of those who knew him, which
is a tribute in itself to his character.
Wiley will be sorely missed, but more
importantly, he will be fondly remem-
bered.

I am sure all my colleagues in the
Senate join me in extending condo-
lences to the members of his family, to
his friend Senator COCHRAN, and to the
many others who loved him.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Vermont.

Mr. JEFFORDS. Mr. President, I
know we all join in expressing those
feelings about Wiley. They were so ade-
quately and eloquently expressed. We
appreciate that.

———

UNANIMOUS-CONSENT AGREEMENT

Mr. JEFFORDS. Mr. President, I ask
unanimous consent that when the Sen-
ate reconvenes at 2:15 there be an hour
for debate only on the FDA bill to be
equally divided between Senators JEF-
FORDS and KENNEDY, and immediately
following that hour the Senate will re-
sume the Interior appropriations bill.

The PRESIDING OFFICER. Is there
objection?

Mr. ASHCROFT. Reserving the right
to object, I suggest the absence of a
quorum.

The PRESIDING OFFICER. The
clerk will call the roll.

The bill clerk proceeded to call the
roll.

The PRESIDING OFFICER (Mr.
ASHCROFT). The Chair, in his capacity
as a Senator from the State of Mis-
souri, asks unanimous consent that the
order for the quorum call be rescinded.

Without objection, it is so ordered.

For the pending request for unani-
mous consent, no objection being
heard, without objection, it is so or-
dered.
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RECESS

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

Thereupon, the Senate, at 1:26 p.m.,
recessed until 2:14; whereupon, the Sen-
ate reassembled when called to order
by the Presiding Officer (Mr. COATS).

———

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

The Senate continued with consider-
ation of the bill.

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

Mr. JEFFORDS. I yield 10 minutes to
the Senator from Connecticut.

Mr. DODD. Mr. President, I thank
the Chair and I thank my colleague
from Vermont, the chairman of the
committee.

Let me begin these brief remarks by
commending all of our colleagues on
the Labor and Human Resources Com-
mittee. This has been a long process,
2Y5 to 3 years. The Presiding Officer is
a member of this committee as well
and all have worked very hard, I think,
to bring a bill which I think most
would agree is a very good bill.

There obviously still are some issues
that will have to be resolved, but this
has been a very fine product that has
been assembled by both Democrats and
Republicans for the first time in sev-
eral decades of reforming the Food and
Drug Administration and the processes
by which we bring important pharma-
ceutical products and medical devices
to patient groups and individuals
across this country in an efficient,
safe, and expeditious fashion.

Let me begin as well by thanking our
colleagues for their overwhelming sup-
port earlier today of the cloture mo-
tion to proceed with this bill. Mr.
President, 94 Senators, of both parties,
loudly and clearly told us they are
ready to move forward to reauthorize
PDUFA and begin debating the other
critical reforms this bill contains.

There is no Federal agency with a
more direct or significant impact on
the lives of the American people than
the Food and Drug Administration.
The foods that we serve our family, the
medicines we take when we are sick,
even the drugs we give our pets are all
approved and monitored by the Food
and Drug Administration. We must not
lose the opportunity that we have be-
fore the Senate today to enact legisla-
tion that ensures that the FDA has the
authority it needs to bring safe and ef-
fective products to the American peo-
ple quickly, efficiently and safely.

I again thank both Senator JEFFORDS
and Senator KENNEDY for their perse-
verance on this issue. Time after time
they have been willing to return to the
bargaining table after many others
would have just walked away. With
open minds and good faith they have
extensively negotiated this bill line by
line.
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Mr. President, we have now come to
a point where issues on which Members
were previously completely polarized—
third-party review of medical devices,
off-label dissemination of information,
health claims for food products, the
number of clinical trials needed for
drug approval, and just today, national
uniformity of cosmetics—we have now
reached agreement.

I don’t know that any of us would
have thought unanimity possible on
these provisions even a month or two
ago. Yet here we are, this afternoon on
this day, with full agreement on all but
a handful of issues, or less.

I know we have a better bill for all
the arduous negotiations that have oc-
curred. As an example of how far we
have come, let me just briefly describe
third-party review of medical devices.
The bill would expand the pilot pro-
gram currently administered by the
FDA. This is a program, I should note,
that is supported by the FDA as a way
to make more efficient use of its re-
sources.

In last year’s debate on this issue,
which many may recall as being one of
the more acrimonious, we were told
that this provision was a nonstarter,
no room for compromise, subject
closed.

This year, I am pleased to say a spir-
it of bipartisanship and compromise
has prevailed. Senator HARKIN, Senator
KENNEDY, and Senator COATS, the Pre-
siding Officer, worked diligently to
draft language that ensures that higher
risk devices are not inappropriately in-
cluded in this pilot program and that
strong conflict of interest protections
are in place.

Late last week, again on an issue
that appeared unresolved, national uni-
formity for cosmetics, we have reached
agreement. Senator GREGG of New
Hampshire has offered what I think is
a very reasonable compromise. In the
area of packaging and labeling, States
can continue to regulate where the
FDA has not acted. Conflicting State
requirements that could confuse con-
sumers will be removed. But where the
FDA has not chosen to act, where it
does not have either the manpower nor
the authority to protect the public,
States can still play their historic role
in regulating cosmetics.

This is the kind of effort, Mr. Presi-
dent, made over and over again on this
bill—some 30 times just since the
markup 2 months ago that we have
made improvements in this legislation.
A great many of us take pride in the
product that we have created —a bill
that would speed lifesaving drugs and
devices to patients and that clearly re-
tains the FDA as the undisputed arbi-
ter of the safety and effectiveness of
the products.

I will speak about some of the posi-
tive reforms contained in this bill, as
well.

At the heart of this bill is the 5-year
reauthorization of PDUFA, the Pre-
scription Drug User Fee Act, a piece of
legislation remarkable for the fact
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that there is unanimous agreement
that it really works. PDUFA has set up
a system of user fees which drug com-
panies pay to the FDA. These fees have
enabled the agency to hire more staff.
As a result, drug approval times have
been cut almost in half, getting new
and lifesaving therapies to patients
more quickly.

In addition, by improving the cer-
tainty and clarity of the product re-
view process, S. 830 encourages U.S.
companies to continue to develop and
manufacture their products in the
United States, not an insignificant
matter. The legislation emphasizes col-
laboration early on between the FDA
and industry during the product devel-
opment and product approval phases.
This will prevent misunderstandings
about agency expectations and we
think should result in quicker develop-
ment of approval times.

Mr. President, in addition, S. 830 es-
tablishes or expands upon several
mechanisms to provide patients and
other consumers with greater access to
information and lifesaving products.
For example, the legislation will give
individuals with life-threatening ill-
nesses greater access to information
about the location of ongoing clinical
trials of drugs.

Based on a bill originally cham-
pioned by Senators SNOWE of Maine
and DIANNE FEINSTEIN of California, I
offered an amendment in committee,
which I was pleased to see adopted, to
expand the existing AIDS database to
include trials for all serious or life-
threatening diseases.

Experimental trials offer hope for pa-
tients who have not benefited from
treatments currently on the market.
Currently, patients’ ability to access
experimental treatments is dependent
on their spending large amounts of
time and energy contacting individual
drug manufacturers just to discover
the existence of trials.

Mr. President, this is not a burden
that we should place on individuals al-
ready struggling with chronic and de-
bilitating diseases. This database will
provide one-stop shopping for patients
seeking information on the location
and the eligibility criteria for studies
of promising treatments.

Mr. President, I am particularly
pleased that this legislation incor-
porates the Better Pharmaceuticals for
Children Act, legislation originally in-
troduced by our former colleague from
Kansas, Senator Kassebaum, and now
cosponsored by myself and Senator
DEWINE of Ohio, along with Senator
KENNEDY, Senator MIKULSKI, Senator
HUTCHINSON, Senator COLLINS, and Sen-
ator COCHRAN.

This provision, Mr. President, ad-
dresses the problem of the lack of in-
formation about how drugs work on
children, a problem that just last
month President Clinton recognized
publicly as a national crisis.

According to the American Academy
of Pediatrics, only one-fifth of all drugs
on the market have been tested for
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their safety and effectiveness on chil-
dren. This legislation provides a fair
and reasonable market incentive for
drug companies to make the extra ef-
fort needed to test their products for
use by children.

It gives the Secretary of Health and
Human Services the authority to re-
quest pediatric clinical trials for new
drug applications and for drugs cur-
rently on the market. If the manufac-
turer successfully conducts the addi-
tional research, 6 extra months of mar-
ket exclusivity would be given.

I recognize that there are a few mat-
ters unresolved in this bill despite the
best efforts of all involved, and we will
need to hold votes on those issues. One
issue, which I plan to discuss further
when we debate the bill this week, in-
volves section 404 of the bill, which re-
lates to the FDA’s medical devices.
This provision, the so-called labeling
claims provision, clarifies current law
by stating that while reviewing a de-
vice for approval, FDA should look at
safety and efficacy issues raised by the
use for which the product was devel-
oped and for which it was marketed.

Again, this is current law. Unfortu-
nately, in a few instances the FDA has
inappropriately expanded the scope of
its review by requiring manufacturers
to submit data on potential uses of the
product. Some have raised concerns
that under this provision a manufac-
turer could propose a very narrowly
worded label for a device and that the
FDA would be barred from asking for
information on other obvious uses.

I don’t believe this is the case. The
FDA retains its current authority to
not approve a device if features of the
device raise new questions of safety
and efficacy. Clearly, if a bad actor de-
vice manufacturer attempted to get a
misleading label past the FDA, the
agency would have full authority to
disapprove the product.

Again, I urge, on this matter, that
some common ground be sought to see
if we cannot resolve this, but I do be-
lieve the present legislation is more
than adequate to protect the concerns
that have been raised about a use for a
device beyond what its intended pur-
pose would be.

I was pleased to join Senator JEF-
FORDS, the chairman of the committee,
as the first Democratic cosponsor of
this bill. I thank him again for the
hard work and long hours that he and
his staff, as well as Senator KENNEDY,
Senator MIKULSKI, Senator WELLSTONE,
Senator COATS, Senator GREGG and
others, have contributed.

Mr. President, this has been a long
process, and while there are still some
outstanding issues, I think this com-
mittee deserves a great deal of credit
for having been open to the suggestions
of others. There are about 50-some-odd
amendments that are kicking around
that may be offered. I don’t know how
many will actually survive the ger-
maneness test when they are raised,
but I hope, for those who are bringing
up new matters here that we have not
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had a chance to look at, that they
would reserve those unless there is an
overwhelming need for them. In many
cases, if the matters had been brought
before the committee earlier, we might
have been able to handle them.

We have a few days left to get the bill
done. PDUFA goes out of existence on
September 30. We have been 2% years
at this now. My hope is we will not
delay this to such a degree that we lose
a historic opportunity to make a dif-
ference. When it takes 14 to 17 years to
get some cancer treatments approved,
there 1is something fundamentally
wrong with that kind of a process. We
ought to be able to make it far more ef-
ficient than that and also be able to
provide people with the safety that
they demand. It is a wonderfully en-
couraging thing in this country, when
we think how many places we go and
how many products we ingest and how
many products we apply to our bodies
and to our children and families, that
we have a high sense of confidence that
when we do that, it is safe and, by and
large, efficient and effective. We don’t
want to lose that.

We also believe in this day and age
with all the technology available to us
that we ought to be able to not give up
on safety or efficacy and be able to
move that process forward.

I thank my colleague from Vermont
for yielding.

Mr. KENNEDY. Mr. President, I yield
7 minutes to the Senator from Illinois.

Mr. DURBIN. I thank the Senator
from Massachusetts for yielding.

We can all remember 2 years ago
when there was a debate on Capitol
Hill about closing down the Federal
Government. Rush Limbaugh and peo-
ple like him went on the radio and
said, ‘“‘Go ahead and do it, no one will
notice. No one will notice if you close
down these Federal agencies. They are
just a drain on the Treasury and our
tax dollars.”

But the agency that we are talking
about today is an agency you would no-
tice immediately—immediately—be-
cause the Food and Drug Administra-
tion, as small as it is by Federal stand-
ards, is one of the most important.
There is not a single thing you buy in
the drugstore or look at in your medi-
cine chest at home that the Food and
Drug Administration has not taken a
look at to make sure it is safe for you,
your KkKids, and your family.

That is why this FDA reform bill is
so critically important to this Nation
to make sure we make this agency
more efficient. I want to salute the
Senator from Vermont and the Senator
from Massachusetts. They have had
their differences on issues, but I think
most Senators, Democrats and Repub-
licans, agree reform is needed. This bill
is a step in the right direction.

It is in that spirit that I will offer
several amendments. Let me tell you
about two that I think people should
take notice of. If you went out today
and decided to buy a car for your fam-
ily—a few years ago I went out and
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bought a Ford—you will have your
name and address entered into a com-
puter. If at some later date something
is found wrong with that car, the
brakes are faulty or there is some
mechanism on the door that is not
safe, they will notify you, they will
track you down, and they will send you
a notice. A lot of Americans have re-
ceived them, ‘“‘Come on in to our shop,
and we will fix your car.” That is rea-
sonable. None of us want to drive an
unsafe vehicle.

My amendment says is it not now
reasonable, when it comes to heart
valves and pacemakers and items like
that, that we do the same thing? If you
or your loved one is told by the doctor
you need a pacemaker, you think long
and hard about it but say, ‘‘Doctor, if
you think that is what I need to live,
so be it.”” You go through the surgery,
and everything works out just fine.
Wouldn’t you like to be on a list some-
where so that if a defect is found in
that pacemaker 6 months, a year, or 2
years later, that you can be notified?
That is what my amendment says.
Track and surveillance, find the cus-
tomers that use the products. If there
is a change, let the customers know,
let the people know, so they can go
back to their doctor, back to the hos-
pital. I don’t think that is unreason-
able.

The second thing is we want to move
some of the drug surveillance, for ex-
ample, and drug approval off the Food
and Drug Administration campus and
take it to third-party reviewers. Now,
this is being done in Europe and other
places. It is not unreasonable that we
would go to a laboratory and say, ‘“You
do the testing, you read the results;
you tell us whether this drug is ready
for the market.” I think that is a rea-
sonable thing for us to try to do, under
supervised circumstances. But my
amendment says let us make certain,
absolutely certain, that this third-
party reviewer does not have an eco-
nomic interest in the drug company
seeking approval. Would you trust a re-
viewer who just happened to have a
thousand shares of stock of the com-
pany making the product that he is de-
ciding whether it will go to market or
not? Would you have second thoughts
if that person was being offered a job
by the same company whose drug he is
reviewing just happened to get a vaca-
tion in the Caribbean last summer at
the expense of the same company?

Conflict of interest statutes are im-
portant here. If we are going beyond
the Federal Government and we are
going to have private laboratories
doing this, for goodness sakes, let’s be
certain that their judgment and deci-
sions are based on sound science and
not on financial gain. That is what my
second amendment will do.

I think these will move us along to-
ward making the FDA an even better
agency. There are a lot of critics of the
Food and Drug Administration. I have
worked closely with this administra-
tion for over 12 years. Some of the fin-
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est people in Government are working
out there. Sometimes they are frus-
trated that we wish they would bring
things to market more quickly. Did
you read the newspaper this morning?
Occasionally, things are moved to the
market that aren’t safe. Thank good-
ness, the FDA can say it is time to
take the item off the market, or decide
the benefits are not outweighed by the
problems this drug creates. We have to
keep this agency strong and inde-
pendent and above political criticism.
The two amendments which I will be
offering on the floor are an attempt to
do that.

I thank the Senator from Massachu-
setts for yielding.

The PRESIDING OFFICER. Who
yields time?

Mr. KENNEDY. Mr. President, how
much time do I have?

The PRESIDING OFFICER. The Sen-
ator from Massachusetts has 25 min-
utes, 20 seconds under his control.

Mr. KENNEDY. I yield myself 20 min-
utes, Mr. President.

The PRESIDING OFFICER. The Sen-
ator is recognized for 20 minutes.

Mr. KENNEDY. Mr. President, I
thank my colleague and friend from Il-
linois for reminding us how important
this debate is here on the floor of the
U.S. Senate. We are talking about the
agency of Government that has the
prime responsibility for protecting the
health of the American consumer. We
all have an interest in making sure
that medical products are available
earlier. Every one of our families have
benefited from the innovation and re-
sourcefulness of the medical device in-
dustry and from the advances of phar-
maceuticals. I doubt there is any Mem-
ber of the body that has not. So all of
us want to be able to make sure that
medical advances will be available to
the American public.

We are in a situation today where the
United States through the FDA is lead-
ing the world, in terms of approving
new drugs as well as medical devices.
That has changed from recent years. I
think all of us have seen some very
dramatic and important progress made
in recent years. As I have said many
times before, I want to give a tribute
to the chairman of our committee who
has worked tirelessly on this issue. He
has brought together those individuals
on our committee and outside that
have differing views, all struggling to
try and advance the interest of the
public health. I think he has made re-
markable progress in moving us for-
ward to where we are today. But there
are important remaining items that I
hope we can dispose of in the Senate
within a reasonable time period so that
the process could move forward. I take
exception from the understanding of
the language that has been included in
this bill with regard to ensuring that
the consumers of medical devices and
users of medical devices have the kind
of protection that has been referred to
here by my friend and colleague, the
Senator from Connecticut, and others.
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I have here, Mr. President, a letter
from the Secretary of Health and
Human Services, which indicates that
they have four major concerns with
this particular legislation. One of them
was the area of cosmetics. Another
area is environmental considerations,
and another area is device manufac-
turing procedures. But the other im-
portant area is the one that I am going
to address here today, and that is what
I call the safety issue, the fen/phen
issue as it applies to medical devices.

The Secretary, speaking for the
President of the United States, has
identified this as being a major issue.
So when others gather around and say,
“Look, we have debated this and dis-
cussed it, why are we bringing these
matters up in this debate at this
time?”’ The reason that we are bringing
it up is, as the Secretary of Health and
Human Services has recognized, there
are very powerful health consequences
we ought to take note of and deal with
and that we ought to alter and change.

It isn’t only the Secretary of HEW.
Here is the National Women’s Health
Network, who points out:

The network is extremely concerned with
the section 404, which prevents FDA from re-
quiring medical device companies to perform
complete reviews on the safety and effective-
ness of a medical device. This must be
amended to give FDA the authority to verify
that the label is not false or misleading. Sec-
tion 404 is a serious danger to women’s
health, which must be fixed before S. 830 is
acted upon by the Senate.

Then the Patients’ Coalition indi-
cates a similar concern. It outlines
probably eight or nine major issues and
section 404 is one of them.

The Consumer Federation of America
wrote:

We are writing in support of your amend-
ment to change section 404 to prevent seri-
ous injuries to patients and consumers from
medical devices with false or misleading la-
bels.

This isn’t just the Senator from Mas-
sachusetts that is saying this. Here is
the Secretary of HEW saying it. Here
are the primary groups defending wom-
en’s health and consumers’ health, all
who have joined in recognizing the dan-
gers that this particular provision pro-
vides, and why it is so important that
we are going to change it and alter it.

The Consumer Federation says:

Section 404 has been crafted to permit
medical device manufacturers of class II de-
vices to limit FDA’s review of the safety and
effectiveness of a device based upon condi-
tions of use listed on the label. Even if it
were clear from the device’s technical char-
acteristics that its real use would be for
risky purposes, FDA would be prevented
from looking beyond the conditions of use on
the label.

There it is. That is what the issue is.
The Consumer Federation understands
it. They are pointing out that 404 was
crafted to permit the device manufac-
turers of class 2 devices to limit FDA’s
review of the safety and effectiveness
of a device based upon conditions of use
listed on the label. Even if it were clear
from the device’s technical character-
istics that its real use would be for
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risky purposes, FDA would be pre-
vented from looking beyond the condi-
tions of use of the labels.

That is what we are addressing, Mr.
President, and why this is important.
Mr. President, all we have to do is look
at today’s newspapers. Look at this
morning’s newspapers, the Washington
Post, Wall Street Journal, all across
the Nation, talking about the off-label
use of pharmaceuticals, those pharma-
ceuticals that were used on an off-label
basis. That is similar to the issue we
are talking about here today with re-
gard to medical devices, the off-label
use of medical devices.

But the issue that we have before the
Senate this afternoon is more insid-
ious. Why? Because it says that if a
medical device company is submitting
an application for a certain use, FDA
can’t look at any other uses even if
there is a clear intention—and we are
glad to spell out what that criteria
would be—for example predominant
use—to use the device or market the
device for another use. That is what we
are interested in—having FDA look at
the safety and efficacy of a use clearly
intended by the design of the medical
device.

I am going to illustrate this in just a
few moments. The issue is whether the
FDA has the authority to look at
whether that medical device has been
tested for the off-label use, which is the
clear intention of the medical device
company. And the answer is, no, they
cannot. This isn’t off-label use of two
products that are being put together
and then prescribed by various medical
professions. This is the guardian of the
American public, the FDA, that is
being denied the ability to look beyond
the label at the technological dif-
ferences of a device in terms of safety
and effectiveness. That is the issue.

Now, there are those that say—and
we heard the argument by my friend
from Connecticut—that FDA inher-
ently retains that power. If they do,
let’s spell it out. If we spell it out, we
haven’t got a problem. But the Sec-
retary of HEW does not believe they
have the inherent power. The Con-
sumer Federation doesn’t believe they
have the inherent power. The various
patient groups don’t believe they have
the inherent power. The various groups
that are out there protecting the pub-
lic, virtually none of them believe they
have the inherent power. If they have
it, let’s spell it out. We can work that
language out. We have been attempting
to do that for a considerable period of
time, but we have not been able to do
S0.
The answer on the other side is, well,
we can’t anticipate every possible use
that a medical device might have and
we are not going to submit safety data
for every possible use and that FDA
shouldn’t get in the minds of various
doctors using that medical device, for
whatever purpose. That is not the ar-
gument. That will be the argument you
will hear out here on the floor of the
Senate. That isn’t what we are talking
about.
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We are talking about a limited num-
ber of medical device companies that
will go to FDA and abuse this process
because they are able to get through
the process with a label that in so
many respects matches a previously
approved one, but the medical device
has an entirely different technology
that clearly indicates a different in-
tended use. That is what we are talking
about.

For example, the new lasers that are
being approved by the FDA labeled as
general lasers that are for cutting var-
ious tissue, but clearly designed to
treat prostate cancer. We want the
FDA to be able to say, if you are going
to use that for prostate cancer, we
want to make sure that it is safe and
efficacious. We don’t want to permit
the medical device industry to submit
false and misleading statements.

That is a powerful statement. But I
daresay if they are going to submit a
statement that says they are going to
use a particular medical device for one
purpose and FDA can demonstrate that
the company has intended the device
for another purpose, and they are al-
ready involved in, advertising and pro-
moting that particular medical device
in countries all over Europe for an en-
tirely different purpose, I say that is
false and misleading. The Members of
the U.S. Senate are going to have a
chance to decide whether or not they
are going to stand and say we will not
permit the medical device industry to
submit false and misleading informa-
tion on labeling. We will see how that
vote will go.

We include false and misleading
under what they call the PMA’s, which
means the various medical devices that
have to go through a more elaborate
procedure. We have protections against
false and misleading advertising on
that. But we are going to say that the
American public shouldn’t be assured
that when the medical device industry
submits a particular product, that they
do not submit information that is false
and misleading. And what we mean by
that is that they have an intention to
use that various medical device for an
entirely different purpose for which
there have not been adequate safety
standards established or safety records
advanced. That is the issue, Mr. Presi-
dent.

That is a very, very important health
issue. It is a very important one. You
can say it is only one section out of a
whole piece of legislation, but it is very
important. First of all, let me review
very quickly about how medical de-
vices are approved in the FDA, so that
we understand and put this into some
criteria.

I want to go through examples of
some of the problems that we are fac-
ing today. I'd like to let the American
people make judgments and decisions
about whether they think adequate
safety information should be available
for digital mammography and digital
diagnostic x rays. Let the American
people judge whether these devices
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should be used in surveying women
who may have cancer when they
haven’t been approved for that.

Mr. President, let’s get back to where
we are today. In the light of today’s
revelations about fen/phen should we
be thinking about a provision in this
bill that would allow device manufac-
turers to get their products approved
for off-label use on the basis of a false
and misleading label.

There are two stories in the Wall
Street Journal—one yesterday and one
today—as well as one in the Post
today, which tell us why the Senate
should give a resounding ‘‘no’ to this
fen/phen device division.

The first article explains in detail
how an unscrupulous drug company en-
gaged in a broad conspiracy to illegally
promote the use of a product for treat-
ments that have not been shown to be
safe and effective. This conspiracy in-
volved the laundering of money, decep-
tive deals, and hospital physicians’ co-
ercion of honest employees who ob-
jected to these corrupt practices. For-
tunately, companies which engage in
these kind of fraudulent practices are
the exception rather than the rule. But
it is precisely the exceptions that
make a strong FDA so critical.

The second story outlines the tragic
results of off-label use of two approved
drugs, dexfenfluramine and
fenfluramine. These two drugs, used in
unapproved combination for weight re-
duction, were found to have caused ir-
reversible heart damage in thousands
of women. In addition, there are early
revelations that fenfluramine
phentermine, known as fen/phen, had
also caused severe heart damage.

This is truly appalling—women re-
ceiving medical assistance for weight
reduction, assistance they have been
led to believe was entirely safe but
which has not been tested adequately
for that use—ended up suffering severe
heart damage.

The provision that is before us, rath-
er than increasing protection for Amer-
ican consumers against products that
have not been safe and effective, would
actually reduce those protections. It
would permit a device manufacturer to
design a product for one use and falsely
claim on the label submitted to the
FDA that the device was for a different
use. The FDA would be barred from
protecting consumers. It would require
the FDA to accept the manufacturer’s
label at face value. The FDA under this
legislation has to accept the labeling
that the manufacturer has put forward,
even if it were false or misleading. Fen/
phen should teach us that the Amer-
ican consumers deserve to be protected
against unsafe product uses. But the
provision before us goes in exactly the
opposite direction. That is why the
President has threatened to veto it.
That is why a broad coalition of con-
sumer health groups oppose it. And
that is why the Senate should reject it.

Mr. President, as we know, there are
two categories of medical devices. Let
me give a brief explanation of how the
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FDA regulates and clears medical de-
vices for marketing. It will help clarify
the need for this amendment.

Under the current law, the manufac-
turers of new class I and class II de-
vices get their products onto the mar-
ket by showing that they are substan-
tially equivalent to devices already on
the market. For example, the manufac-
turer of a new laser can get that laser
onto the market if it can show the FDA
that the laser is substantially equiva-
lent to a laser that is already on the
market.

Similarly, the manufacturer of a new
biopsy needle can get that biopsy nee-
dle onto the market by showing that it
is substantially equivalent to a needle
already on the market. These manufac-
turers are obligated to demonstrate
substantial equivalence to the FDA by
showing that the new product has the
same intended use as the old product,
and that the new product has the same
technological characteristics as the old
product. If the new product has dif-
ferent technological characteristics,
these characteristics must not raise
new types of safety and effectiveness
questions in order for the product to
still be substantially equivalent to the
older product.

So, if the product is substantially
equivalent and doesn’t raise new safety
effectiveness questions, it moves on
through. The logic of the process for
bringing medical devices onto the mar-
ket is simple. If the product is very
much like an existing product, it can
get to market quickly, but if it raises
new safety or effectiveness questions,
those questions should be answered be-
fore it gets on the market.

This process for getting new medical
devices on the market, commonly
known as the 510(k) process, is consid-
ered by most to be the easier route to
the market. That process accounts for
how 95 percent of all devices get to the
market. Devices that are not substan-
tially equivalent class I or class II de-
vices already on market must go
through a full premarket review. Thus,
device manufacturers have an incen-
tive to get new products on the market
through the 510(k) process. In fact, well
over 90 percent of the new devices get
on the market through the submission
of a 510(k) application. Section 404 of
the bill prohibits the FDA from requir-
ing safety and effectiveness data on
any device following the 510(k) route
except for wuses the manufacturer
chooses to put on the label, even if the
label is false and misleading—even if
the manufacturer says, ‘“We are just
going to use it for cutting tissue, we
are not going to use it for prostate can-
cer,” knowing full well that they in-
tend to use it for prostate cancer. All
the world knows that they are going to
use that device for prostate cancer.
The FDA is prohibited from saying,
“Let us see where the safety is.”” Where
is the safety information on that?
That, Mr. President, is the issue.

Let me give you a few more exam-
ples.
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On the biopsy needle for breast tu-
mors, the needle is labeled for per-
forming a biopsy. But the design clear-
ly indicates that it is designed to re-
move tumors. Here you have a case
where you have a small needle with a
very narrow opening at the one end
which is used for testing a biopsy of a
particular tumor. Now the manufac-
turer comes in with a much broader
needle, a much wider needle, and says,
“Look, our needle is for the same
thing, just to biopsy the tumor.” The
design clearly indicates that it is built
to remove tumors. Under the bill lan-
guage, FDA could not ask for safety
and efficacy data for the needle’s use
for tumor removal, even though that is
clearly indicated by the designer of the
device. The company comes in, and
says, ‘‘Look, we have a biopsy needle
right here. Sure, ours is a little larger.
But this biopsy needle is really abso-
lutely intended to do the same thing as
the others out there and, therefore, we
are substantially equivalent,” even
though they are out there advertising
that this needle can be used for remov-
ing a tumor. They don’t have to pro-
vide any safety information about how
safe or effective that device is for the
removal procedure.

There is also the ‘‘laser for cutting”
issue. The labeled use is for general
cutting. But the laser has been adapted
specifically and clearly to cut prostate
tissue. Under the bill language, FDA
could not ask for safety and efficacy
data for cutting prostate tissue.

Digital mammography is currently
approved and labeled for diagnostic x
rays—which are used to confirm the
suspicion of a breast tumor. If digital
mammography is clearly going to be
used for screening, based on the design
of the instrument, which requires a
higher degree of accuracy, FDA should
be able to look at the effectiveness of
that technology for that use. Without
this assurance, too many women may
undergo biopsies or be misdiagnosed.
But this bill would prevent FDA from
asking for the data needed to protect
women.

Orthopedic implants—plates and
screws for long bones—some implants
are made to be removed after the bone
has healed and, therefore, labeled for
short-term use. But if the FDA deter-
mines from the design of the device, or
from the particular materials that the
implant will clearly be left in the pa-
tient on a long-term basis, FDA should
be able to ask for safety and efficacy
data. For example, how does the bone
react to having the implant there over
a long period of time? Is the bone
weaker? But this bill would prevent the
FDA from asking these questions.

Mr. President, I can go on, and will
go on when we have the more general
debate. But these stories exemplify the
issue. The issue is safety. The issue is
protecting the safety of the American
consumer in regards to the use of med-
ical devices which clearly demonstrate
that the dominant use of those medical
devices differs from what is put on the
label.
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It would surely seem to me that men
and women of reason would be able to
work this out in a spirit of order to
provide those protections. But we have
been unable to do so. Being unable to
do so we should understand the real
implications. As when you have the off-
label use of fen/phen, and the concern
of the American people and all of the
newspapers all over the country. You
would think that here in the U.S. Sen-
ate we would be thinking about how we
are going to provide further protec-
tions for the American people instead
of fewer protections. Here in this par-
ticular medical device provision, we
are hamstringing the FDA and its abil-
ity to gather data on safety and effi-
cacy when it is so clear that the de-
vices are going to be used for in a man-
ner that differs from the one claimed.

That is why many of us—not only the
administration, but many public
health groups and organizations that
represent women—have been so con-
cerned about this issue.

I withhold the remainder of my time.

The PRESIDING OFFICER. Who
yields time?

Mr. JEFFORDS. Mr.
yield myself 10 minutes.

The PRESIDING OFFICER. The Sen-
ator is recognized to speak for 10 min-
utes.

Mr. JEFFORDS. Mr. President, I
think I would like to talk a little bit
about where we are right now in the
process.

We had an agreement this last week-
end which would have allowed us to
dispose of this bill without the neces-
sity of going through the cloture proc-
ess. But then fen/phen happened. All of
a sudden the Nation is alarmed and
concerned, and reasonably so. But to
bring the pharmaceutical fen/phen
issue into the device issue is disingen-
uous. The situation with fen/phen is
that two different, approved drugs were
used in combination on the basis that
doctors found out that when used in
combination they were more effective
in achieving their purpose of reducing
weight. It was determined by some as-
tute doctors who noted that there were
some problems being caused with re-
spect to heart valves that there was a
relationship between those problems
and the drug combination. This was
brought by the doctors to the attention
of FDA, and the FDA immediately
alerted the marketplace and called for
a prompt in-depth evaluation. On the
basis of further data the companies
voluntarily removed them from the
market.

Now we are talking about a very,
very different issue when it comes to
the device issue discussed by the Sen-
ator. For instance, let’s go back to fen/
phen. If a drug company had to test its
drug in combination with every other
drug that is on the market with which
it might reasonably be expected to be
used in combination, it would take dec-
ades before anything would be ap-
proved. Right now I have had a whip-
lash. I am taking two different drugs to

President, I
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manage the injury. But I don’t think
anybody has done a study to figure out
whether Ibuprofen and the other drug I
am taking is going to create some
problem for me. I hope they don’t
spend all of that time researching that
question because we would never get
anything approved. That is certainly
the case with the devices, we must not
allow the FDA to endlessly question
device manufacturers about how physi-
cians might or might not use their
product in the future, especially if the
manufacturer does not seek permission
to market or promote for that use.

Again, we had an agreement going
into this week that we would argue
this device thing out, and then we
would vote on it. Now that is off be-
cause of fen/phen. So we are now in the
a post-fen/phen situation.

But let us remember that we just had
a vote. It was 94 to 4 that we ought to
go forward. Why? Last week we were
delaying consideration over 6 pages of
a 152-page bill, we are now talking
about 2 pages of a 1562-page bill. I agree
that section 404 is an important issue.
We need section 404 to correct problems
at FDA.

Also, I am concerned that my good
friend from Massachusetts is getting
into an emotional argument about the
security of people in this Nation, and
that somehow we are threatening their
security by this particular provision—I
have been chastised in my own State,
and perhaps the country, saying I am
threatening the lives of all Americans
with this bill. That is life in politics.
You have to take that.

Let me talk about the issue that we
have with respect to the devices.

While the past has been marked by
advances for both patients and the
economy, the present is increasingly
troublesome, and the future is by no
means assured. For both premarket-ap-
proved products and the 510(k) prod-
uct—that is, nearly identical prod-
ucts—the FDA’s review requirements
have become more burdensome and are
taking more time. This has resulted in
the delay of approving new devices.
That is the issue here. Should we have
to wait years to get something which
will help us, help our health, help save
our life, because FDA wants to explore
hypothetical uses of the product by
physicians, acting on their own initia-
tive?

This has resulted in the delay of ap-
proving new devices. Furthermore, the
current regulatory system is not keep-
ing pace with medical innovation. U.S.
patients face delayed access to the
newer, more advanced generations of
devices. In some cases, Americans are
going abroad to take advantage of
these technologies. U.S. device firms
are themselves moving production and
research facilities to other countries.

A study conducted by Medical Tech-
nology Consultants, MTCE Ltd., found
that patients in the United States wait
up to three times as long as their Euro-
pean counterparts for Government ap-
proval of new medical devices. The
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study also found that higher risk,
breakthrough medical devices were ap-
proved in Europe within 80 to 120 days,
provided the manufacturer has passed
an EU facility inspection, which is
completed within 120 days. Similar de-
vices take an average of 773 days to be
approved in the United States. New
lower risk devices entered the Euro-
pean market with no delay once a man-
ufacturer has passed the initial facility
inspection. Similar devices take an av-
erage of 178 days to be approved in the
United States.

The FDA already takes four times as
long to approve breakthrough medical
devices as is allowed by U.S. statute—
it has to do them faster—according to
the Health Industry Manufacturers As-
sociation, HIMA. The approval times
for these devices have nearly doubled
since 1990. The FDA’s record on approv-
ing incremental improvements to ex-
isting devices is similar, with approval
times also nearly doubling since 1990.
Manufacturers will not continue to re-
search and develop devices in the
United States—they will all be over-
seas—if they face such egragious
delays. Patients presently have to wait
for devices stuck in the FDA’s pipeline,
and manufacturers have little incen-
tive to bring new devices into that
pipeline in the first place.

According to another study con-
ducted by the Wilkerson Group, a New
York-based independent consulting
firm, FDA delays in approving devices
will lead to the loss of U.S. jobs to na-
tions where approval processes are
more streamlined—an estimated 50,000
jobs over the next 5 years. Govern-
ments in Ireland, the Netherlands and
elsewhere have already begun to high-
light the impediment of FDA regu-
latory delay in their marketing mate-
rials to attract United States busi-
nesses overseas. Such actions will
erode our Nation’s medical research in-
frastructure over time.

So we are going to be getting them
all from Europe. That is not going to
help us obtain better health care for
our citizens.

I would say one of the problems we
have had, and the reason we have
PDUFA and everything else, is to try
to help the FDA be more efficient and
effective in getting through their du-
ties. It is important that we become
more effective and efficient in review-
ing these devices. I point out we here
in this country have a wonderful
record, but it can be a better record.

Certainly another thing I would like
to point out—why are the patients’
representatives in favor of amend-
ments that we have and consumers op-
posing them at times? Because con-
sumers, obviously, are looking at it
from a different perspective. They are
not ill. They don’t need it. So they say,
“Don’t do anything that might hurt us.
It is better to be safe and take a long
time and delay it, than it is to put it
on the market.” That’s fine. But if you
are a patient, you say, ‘“‘Hey, wait a
minute. I am willing to take a little
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risk. I am willing to take a little risk.
I’'m in bad shape.” So you have to keep
those things in mind when you listen
to the arguments. In most all the
cases, the patients certainly are on one
side, in a sense, and the consumer is on
the other.

With that, I reserve the remainder of
my time.

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

The PRESIDING OFFICER. The Sen-
ator has 2 minutes.

Mr. KENNEDY. I yield 1 minute to
the Senator from Rhode Island.

Mr. REED. I thank the Senator from
Massachusetts for yielding time. Very
briefly, what we have done in the over-
all FDA law is create an incentive for
companies, under section 510(k) to get
approval of class I and II devices, to go
out and pick out existing devices and
say the new device is substantially
equivalent. This, I think, provides pres-
sure for companies to go out and sim-
ply say we are going to do exactly what
these other devices do, even though
their new design might have many
more capabilities. This is not an aca-
demic problem.

Take, for example, the issue of a bi-
opsy needle. Typically these needles
are very small. They remove a very
small amount of tissue, about the size
of a pencil tip. If the FDA was pre-
sented with a new biopsy needle that
was claimed to be simply for biopsy of
tissue but in fact removed 50 times
that amount of tissue, a much, much
larger bit of tissue, the suspicion would
be that this is not just for biopsies, it’s
actually to remove the lesion. Yet
under this law, today, as we speak,
they could not look behind that claim
on the label. They could not look be-
hind it and say, give us some data
about the removal of lesions. This is a
serious public health problem. That is
what we are addressing today. I hope,
with Senator KENNEDY’s direction and
leadership, we can resolve this along
with Senator JEFFORDS and his col-
leagues. I yield the remainder of my
time.

Mr. JEFFORDS. I yield to the Sen-
ator from Indiana 2 minutes.

Mr. COATS. Mr. President, I don’t in-
tend at this particular point to get in
a specific discussion over section 404. I
just urge—clearly, there is a differing
point of view. We heard from Senator
DopD from Connecticut, who was in-
volved in the drafting of the bill; and
Senator JEFFORDS from Vermont, the
committee chairman, explained this.
This was someone who was directly in-
volved in the 404 question and has been
drafting the language and negotiating
the language. This is clearly an issue
we are going to have to address. The
committee debated it. There has been
negotiation subsequent to that. We are
now in a position where we are going to
have to agree to disagree. I just urge
the Senator from Massachusetts, at the
earliest possible time—I know it can’t
be done today given the problems we
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have with scheduling the Interior ap-
propriations bill—to bring the amend-
ment to the floor and then let us have
the debate and then let the Senate
work its will by vote and then go for-
ward. Hopefully, this is not something
that is going to further delay passage
and then implementation of FDA re-
form.

Every day we delay, many things
happen, most of them bad. No. 1, we
move ever closer to September 30, at
which time the PDUFA, the drug pre-
scription user fee which is used to pro-
vide the individuals with the resources
necessary to expedite drug approval,
expires. That expires on September 30.
The House has yet to act on this. They
are waiting for the Senate to act. We
are trying to wrap up appropriations
bills. The clock is ticking and we need
to move forward with this so we can
allow the House to go forward, get into
conference, get the bills back here.

I wonder if I can ask additional time
from the Senator from Vermont?
Maybe an additional minute or two. I
don’t know how much time is left.

Mr. JEFFORDS. The Senator can
have whatever time he wants.

Mr. COATS. I thank the Senator
from Vermont.

Mr. President, it is going to be ex-
traordinarily difficult for us to finish
our business on this bill, unify the dif-
ferent positions between the House and
the Senate, and get the legislation to
the President of the United States be-
fore September 30 so we do not have to
lay off people at FDA, so we do not
have to further delay review of devices
and drugs and health-saving and
health-improving and lifesaving prod-
ucts for the American people. That is
what all this is about, is expediting the
process; not to short-circuit the proc-
ess but just to bring some efficiencies
to the process.

The United States lags dramatically
behind our foreign competitors. But
more important than that, we have
American citizens who are being denied
access to health-improving and life-
saving drugs and devices because of
this huge backlog at FDA. So, we can
continue to go through these debates,
as the Senator from Vermont said, 2
pages out of 150 pages—an important
part but a small part of the entire,
overall reform bill.

I hope we can come to some reason-
able agreement in terms of bringing
forward amendments; where there are
disagreements, agreeing to a time
limit on debate of those amendments,
let each side present their case and
then let the Senate vote on the matter
and then move forward. Delay, delay,
delay simply postpones what is, or at
least what I believe is, inevitably going
to happen and what should happen.
That is that a majority of the Members
of the U.S. Senate, on a bipartisan
basis, and a majority of the Members of
the U.S. House of Representatives, on a
bipartisan basis, and the vast majority
of the American people, want to see
changes in the current FDA so they
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can bring lifesaving devices and drugs
and health-improving devices and
drugs safely but efficiently to the mar-
ketplace so that people can utilize
those without having to get on a plane
and go to Mexico or a foreign country,
so we do not have to Kkeep shifting
manufacturing facilities and jobs out
of the United States into areas which
have a more reasonable and effective
review process.

Many of us thought the device sec-
tion was resolved and closed and that—
at least last week it was presented that
the only remaining item left on the
agenda was the cosmetics. We went
through great drama here over the
problem with cosmetics. Now cos-
metics has been agreed to. All of a sud-
den we are back onto devices. Many of
us are concerned that even if this issue
is resolved, we will suddenly have a
new issue appear that will further
delay the steps that we need to take
here in the Senate to move this legisla-
tion forward.

So, I ask our colleague from Massa-
chusetts if we could at least set some
schedule here to ensure that we do not
go another week, that at least this
week we complete debate on the
amendments, move to final passage,
and then allow the House of Represent-
atives to begin their process. I am not
asking him to respond. It’s just a plea
here that we have spent 2% years, and
each day we delay we run into prob-
lems with reauthorization of PDUFA
and we run into serious, considerable
delay in terms of bringing in the proc-
esses which will allow us to more effi-
ciently do the work, the legitimate
work, of the Food and Drug Adminis-
tration.

How much time is left? I will be
happy to yield whatever time is re-
maining back to the Senator from
Vermont.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts.

Mr. KENNEDY. Mr. President, I just
say to my good friend from Indiana, as
well as the Senator from Vermont, I
think if we could work this particular
provision out we would probably be
able to end this legislation today—to-
night. I think this is really the last re-
maining major issue.

I know the Senator mentions the cos-
metic issue and then this new issue was
raised. This was one of the four items
that were identified in the President’s
letter. I have identified this issue pre-
viously. We had a brief discussion on
section 404 during the cosmetic debate.

But this, I believe, is really the last
issue. There are other issues that other
colleagues have spoken about, but I
urge early time considerations if we
are able to resolve this legislation. I
shall try to do the best I can to con-
tinue to work on these issues.

If T can ask consent to have 1 more
minute and then 1 more minute on his
side, too? I ask unanimous consent to
have 1 more minute on either side.

The PRESIDING OFFICER. Without
objection, it is so ordered.
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Mr. KENNEDY. We will try to work
with the Senator hoping that we might
now be able to work something out
that will meet both the legitimate ob-
jectives that the Senator has and the
concerns that I have discussed and
share with the administration. I am
not suggesting that FDA read the
minds of all the device companies and
determine every conceivable way that
a device might be used. Instead that
they be limited to the very narrow case
where there is a predominant or domi-
nant use or clearly defined use that
would be intended that was not on the
label. Perhaps an advisory group could
make these decisions. I am not inter-
ested in trying to anticipate every pos-
sible use, just in those very narrow
areas which I think pose a threat.

I will try to explore a compromise
with both the Chair and the Senator.
We are going to the Interior bill and
then come back to the FDA reform bill,
but as I indicated to Senator JEFFORDS
earlier I thought there could be a very
timely disposition of all of the remain-
ing amendments.

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

Mr. KENNEDY. I thank the Chair.

Mr. JEFFORDS. Mr. President, I ask
unanimous consent for 1 minute.

The PRESIDING OFFICER. Without
objection, it is so ordered. The Senator
from Vermont.

Mr. JEFFORDS. Mr. President, I will
say, we will continue to cooperate to
bring this to an expeditious ending. I
thought we had that agreement. I am
ready to enter another one. I hope by
the time the Interior bill is over, we
will have one. I urge us to work to-
gether. I yield back whatever time I
have.

Mr. COATS addressed the Chair.

The PRESIDING OFFICER. The Sen-
ator from Indiana.

Mr. COATS. Mr. President, I am not
sure what unanimous consent is re-
quired.

The PRESIDING OFFICER.
minute, I believe.

Mr. COATS. Mr. President, I ask
unanimous consent for 1 additional
minute to respond to the remarks of
the Senator from Massachusetts.

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

Mr. COATS. Mr. President, the Sen-
ator from Massachusetts offers expe-
diting of this process. No one wants to
keep delaying it. We have been in nego-
tiation for months, if not years. This
particular item has been discussed, de-
bated, turned upside down, dissected. I
think we are at the point where the
best way we can expedite this is simply
to have the amendment offered, have
the debate, let the Senate work its
will. There are Members on both sides
who are willing and able to present the
case, and then let the Senate work its
will.

Having said that, this Senator has on
two occasions now responded to the
Secretary of Health and Human Serv-
ices, who personally called and asked

One
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that I look at new language. I said I
will be happy to look at new language,
but it just seems every time we look at
new language and make a concession,
there is another issue that pops up. We
made 30 some concessions. We don’t
want to have 31 and then 32.

I appreciate the offer of the Senator
from Massachusetts, and we will con-
tinue to operate in that spirit.

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

——

DEPARTMENT OF THE INTERIOR
AND RELATED AGENCIES APPRO-
PRIATIONS ACT, 1998

The PRESIDING OFFICER. The
clerk will report the Interior appro-
priations bill.

The bill clerk read as follows:

A Dbill (H.R. 2107) making appropriations
for the Department of the Interior and re-
lated agencies for the fiscal year ending Sep-
tember 30, 1998, and for other purposes.

The Senate continued with the con-
sideration of the bill.

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

The PRESIDING OFFICER. The
clerk will call the roll.

The bill clerk proceeded to call the
roll.

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

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

AMENDMENT NO. 1188

Mr. GORTON. Mr. President, what is
the order of business?

The PRESIDING OFFICER. The
Ashcroft amendment is the pending
business.

Mr. GORTON. Mr. President, I under-
stand that the proponents of the
Ashcroft-Helms amendment are not
willing to vote on that amendment
today and wish that vote to take place
tomorrow so that they have a greater
opportunity to discuss it both here on
the floor of the Senate and in public. I
am firmly of the opinion, because that
is the amendment that deals with the
National Endowment for the Arts in
the most radical fashion, that it should
be voted on first, because if it is de-
feated, there are other amendments,
including one sponsored by the Pre-
siding Officer, that may get a fairer
and broader view if they are voted on
in an appropriate sequence.

So I intend, and I believe the major-
ity leader intends, to try to see to it
that all Members who wish to speak on
the National Endowment for the Arts
and any of the four amendments that
have been offered and spoken to so far
have the opportunity to do so and that,
at an appropriate time tomorrow, we
vote first on the Ashcroft-Helms
amendment, second on the Abraham
amendment, third on the amendment
of which the Presiding Officer is the
sponsor, fourth, the amendment of Sen-
ator HUTCHISON of Texas, with I hope
relatively small or short debate times
in between the amendments, hoping
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that people will have had the ability to
say all they wish to say about them in
the course of discussing all of them to-
gether. There is no agreement at this
point that this will be precisely the
procedure, but I think it is likely.

In the meantime, for the remainder
of the afternoon, we are open for busi-
ness. There are two controversial pro-
visions relating to Indian matters. I
am attempting to get the other Sen-
ators, in addition to myself, to the
floor as soon as possible to consider
those. They will not require a vote but
will take a certain degree of discussion.

I have been told that Senator BUMP-
ERS will be willing to present one or
more amendments this afternoon, to
have them debated and perhaps to have
a vote by early this evening. Assuming
that he and/or his staff are within hear-
ing, I hope that he will come to the
floor as soon as possible and present
his amendment and will notify his op-
ponents or ask us to notify his oppo-
nents of the fact that he is doing so, so
that we can talk about them.

We should not waste this afternoon,
Mr. President. If we get some business
accomplished today, there is still a
very real possibility that we can finish
debate on the Interior appropriations
bill by tomorrow evening and go on to
other questions. The debate so far has
been healthy. I look forward to any
Member who wishes to come to the
floor and propose an amendment. With
that, I yield the floor.

Mr. DOMENICI. Will the Senator
yield?

Mr. GORTON. Yes, I will be happy to.

Mr. DOMENICI. Mr. President, I
want to ask the Senator a question. I
think he knows I am interested in the
two Indian issues, and I gather at some
point he is going to try to get the three
or four Senators who have been work-
ing on this with him here?

Mr. GORTON. I asked, or caused to
be asked, Senator CAMPBELL, chairman
of the Indian Affairs Committee, Sen-
ator MCcCAIN, yourself, Senator STE-
VENS, and Senator INOUYE to gather to-
gether as soon as most of us can make
it. I think the lead in that is Senator
CAMPBELL as chairman of the Com-
mittee on Indian Affairs. As soon as we
can arrange that, even if we are on
something else, I will see if we can in-
terrupt and get this part of the bill
completed.

Mr. DOMENICI. I thank the Senator
very much. I yield the floor.

Mr. GORTON. For the time being,
Mr. President, I suggest the absence of
a quorum.

The PRESIDING OFFICER.
clerk will call the roll.

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

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

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

Mr. SPECTER. I ask unanimous con-
sent that I be recognized for 10 minutes
to speak as if in morning business.

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

———

NEED FOR INDEPENDENT COUN-
SEL IN CAMPAIGN FUNDRAISING
PROBE

Mr. SPECTER. Mr. President, the
competency and appearance of integ-
rity, if not the integrity itself, of the
Department of Justice was called into
sharp question when Attorney General
Reno, FBI Director Freeh, and CIA Di-
rector Tenet briefed the Senate Intel-
ligence Committee last Wednesday and
the Senate Governmental Affairs Com-
mittee on Thursday.

In last week’s briefing, the CIA Di-
rector advised that an individual, re-
ferred to here as “X’’, who had been
identified in many news accounts as a
major foreign contributor to political
campaigns and campaign committees,
has made significant contributions as
part of a plan of the Government of
China.

The CIA Director further advised
that the CIA obtained that information
about “X” from the FBI, and it only
put the FBI information on “X” to-
gether with the news reports on “X”
after an analysis which was made fol-
lowing a request by Senator BENNETT
at the July 1997 FBI-CIA briefing of the
Governmental Affairs Committee.

The FBI Director advised that the in-
formation about “X’’ had been in the
FBI files since September or October of
1995 on one report and since January
1997 on a second report. The FBI Direc-
tor advised that the Governmental Af-
fairs Committee was not told about
that information at the July 1997 brief-
ing because the FBI did not know it
had the information.

These disclosures raise a funda-
mental question of whether the FBI de-
liberately withheld the information or
was not competent enough to know
what information it had in its own
files. Rither alternative is a strong in-
dictment of the FBI.

With the new information on “X.,”
the question is: Where do we go from
here on dealings with the Department
of Justice and the FBI?

When the FBI Director said the FBI
did not know the FBI had the informa-
tion on “X” in its files, based on my
extensive dealings with Director Freeh,
I accept and believe that he personally
did not know the FBI had the informa-
tion in its files. Frankly, I am not so
sure that others in the FBI did not
know of the import of that data.

This matter obviously adds fuel to
the fire on recent questions about the
FBI and Director Freeh’s leadership of
that agency. There are questions on
many matters, including the FBI lab-
oratory, the FBI’s handling of the in-
terrogation of Mr. Richard Jewel in the
Atlanta pipe bombing case, the FBI al-
lowing White House people to look at
confidential personnel background
files, and the FBI’s handling of the
Ruby Ridge incident after Judge Freeh
became director, as well as before.
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