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GREATER ACCESS TO AFFORD-
ABLE PHARMACEUTICALS ACT
OF 2001

The ACTING PRESIDENT pro tem-
pore. Under the previous order, the
Senate will now resume consideration
of S. 812, which the clerk will report.

The legislative clerk read as follows:

A Dbill (S. 812) to amend the Federal Food,
Drug, and Cosmetic Act to provide greater
access to affordable pharmaceuticals.

Pending:

Reid (for Dorgan) amendment No. 4299, to
permit commercial importation of prescrip-
tion drugs from Canada.

Graham amendment No. 4345 (to amend-
ment No. 4299), to amend title XVIII of the
Social Security Act to provide protection for
all Medicare beneficiaries against the cost of
prescription drugs.

AMENDMENT NO. 4345

The ACTING PRESIDENT pro tem-
pore. Under the previous order, there
will now be 90 minutes for debate,
equally divided, on the motion to waive
the Budget Act with respect to the
Graham amendment No. 4345.

The Senator from Massachusetts.

Mr. KENNEDY. Madam President, I
yield myself 8 minutes.

The history of the American people is
one of a never-ending journey toward
the goal of a more perfect Union.
Americans believe in the ideal of equal
opportunity so that individuals can
achieve their fullest potential. We also
believe that we are members of a great
national family which seeks to protect
all of its members. We understand that
if one of us is hurting, all of us are
hurting.

In this quest for a more perfect
Union, we have encountered and over-
come obstacle after obstacle. At the
turn of the last century, we passed
antitrust laws to begin the long proc-
ess of controlling corporate abuse and
asserting that the public interest must
take precedence over the selfish inter-
ests of wealthy corporations.

We passed minimum wage laws to as-
sert that a worker’s right to a living
wage took precedence over business
rights to maximize profits.

We passed the Social Security Act
and the Medicare Act to guarantee a
secure and dignified retirement to
every American who works hard and
pays into the system.

Just 2 weeks ago, we passed land-
mark legislation to curb the modern-
day robber barons whose dishonesty
and greed have done so much to dam-
age our economy and to defraud so
many workers and investors of their
hard-earned savings.

Today, Americans face a crisis in
health care. The miracle medicines
that can save and prolong life more and
more are beyond the reach of average
Americans. The prescription drugs we
need to stay healthy and alive are just
too expensive, and their costs go up
and up with each passing day.

For the last week, we have been grap-
pling with two more obstacles to a
more perfect Union and a better life for
all of our people: The exploding costs of
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prescription drugs and the failure of
Medicare to cover those costs. The
rapid rise in the cost of drugs burdens
families, businesses, and patients, and
our economy.

For the last 6 years, prescription
drug costs have been escalating at dou-
ble-digit rates: 10 percent in 1996, 14
percent in 1997, 15 percent in 1998, 16
percent in 1999, 17 percent in 2000 and
2001.

It is unacceptable when older Ameri-
cans struggle to afford their heart
medicines and diabetes medicines. It is
reprehensible when hard-working fami-
lies are impoverished trying to pay for
the drugs that keep their children in
the classroom and out of the hospital,
but it is intolerable when much of their
burden has been created by the
wealthiest corporations in America,
the brand-name drug companies, de-
ploying an army of lawyers, lobbyists,
and campaign contributions to exploit
and maintain loopholes in the law to
block competition and unfairly boost
prices.

Today, the Senate is on trial. We will
vote on whether to end those abuses,
and just as the Senate has voted re-
soundingly to close accounting loop-
holes abused by Enron and WorldCom,
we must also close the loopholes in our
drug patent laws that are exploited by
big drug companies and are hurting pa-
tients each and every day.

Ending the abuses of the law that
have contributed to escalating drug
prices will help every family. But the
most important step we can take in
this Congress towards the goal of a
more perfect Union is to act at long
last to provide prescription drug cov-
erage under Medicare.

Last week, the Senate failed to fulfill
its responsibility to senior citizens and
their families. This week, we have the
opportunity and the obligation to do
better and to provide a downpayment
on our commitment to provide a pre-
scription drug benefit in the Medicare
Program.

Medicare is a solemn promise be-
tween our Government and our citi-
zens. It says: Play by the rules, con-
tribute to the system during your
working years, and you will be guaran-
teed health security in your retirement
years. Because of Medicare, the elderly
have long had insurance for their hos-
pital bills and doctor bills. But the
promise of health security at the core
of Medicare is broken every single day
because Medicare does not cover the
soaring price of prescription drugs. We
can no longer ignore the sad fact that
too many senior citizens are living in
pain because they cannot afford pre-
scription drugs.

Too many elderly citizens must
choose between food on the table and
the medicine their doctors prescribe.
Too many elderly are taking half the
drugs their doctors prescribe or none at
all because they cannot afford them.

Senior citizens built our country.
They fought in our wars. They created
our economic growth and prosperity.
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They worked hard. They supported
their families. They played by the
rules. And they stood up for America.
Now is the time for America to stand
up for them.

Last week, a majority of the Senate
voted for the Graham-Miller-Kennedy
amendment, a comprehensive program
to provide prescription drug coverage
under Medicare and mend its broken
promise. A minority stood against the
seniors and with powerful special inter-
ests, but under the rules of the Senate
that minority was able to block action.
Just as the Republican Party opposed
the creation of the Medicare Program
in 1965, it opposed the enactment of a
comprehensive Medicare prescription
drug benefit today.

The Senate is once again confronted
with a choice: Is our priority prescrip-
tion drugs for the elderly or more tax
breaks for the wealthy? Will we give
senior citizens the same loyalty that
they gave our country or will we con-
tinue to offer an open hand to the pow-
erful special interests and the back of
our hand to the elderly and their fami-
lies?

Over the coming years, Americans
will spend $1.8 trillion on prescription
drugs. So far, our Republican col-
leagues have said no to amendments
that would cover only a third of those
costs. Yet under the Senate health
plan, Senators have 75 percent of their
prescription drugs covered. How many
of us are willing to face our constitu-
ents when we go home in August know-
ing we have secure coverage for 75 per-
cent of our drug coverage but we reject
proposals that do even less for our fel-
low citizens?

The Graham-Smith amendment is a
bipartisan compromise. It is not the
comprehensive program that I want or
that a majority of the Senate wants,
but it is an important downpayment on
the kind of program senior citizens
need and deserve. Under this proposal,
every senior citizen will receive assist-
ance and those with the greatest need
will receive the most help.

I ask that during the quorum call,
the time be charged equally against
both sides.

The ACTING PRESIDENT pro tem-
pore. Without objection, it is so or-
dered.

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

The ACTING PRESIDENT pro tem-
pore. The clerk will call the roll.

The legislative clerk proceeded to
call the roll.

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

The ACTING PRESIDENT pro tem-
pore. Without objection, it is so or-
dered.

Mr. KENNEDY. I yield 4 minutes to
the Senator from Florida.

The ACTING PRESIDENT pro tem-
pore. The Senator from Florida.

Mr. GRAHAM. Madam President, I
have a somewhat longer statement I
will deliver later, but at this point I
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will indicate clearly to my colleagues
what exactly we are going to be doing
in approximately an hour and 15 min-
utes. We will be voting on waiving the
point of order that we anticipate will
be raised against this amendment
based on noncompliance with the budg-
et resolution.

Let’s look at a few facts. In 2001, the
Senate established, as the amount of
money to be expended for a prescrip-
tion drug benefit for 10 years, from 2001
to 2011, the number of $300 billion. That
is the last budget resolution the Senate
has enacted. The Senate Budget Com-
mittee, in 2002, reexamined what would
be required for an adequate prescrip-
tion drug benefit, and they rec-
ommended up to $5600 billion, but that
resolution has never been adopted.

So 18 months later, we are being con-
strained by a $300 billion number,
which has been found to be inadequate
by the Budget Committee. The irony is
that both the Republican proposal, the
proposal of Senator GRASSLEY and oth-
ers, and the Graham-Smith proposal
have a total expenditure of $400 billion
minus. There is probably not a 2- or 3-
percent difference in the amount of
money the Grassley bill and the Gra-
ham-Smith bill have found to be nec-
essary in order to provide our seniors
an adequate prescription drug benefit.

The issue of whether we are going to
need to waive the Budget Act in order
to get to the substance of this issue is
one upon which both sides have agreed.
So why do we not say yes, we have
agreed that it is going to take more
than $300 billion to have an adequate
prescription drug benefit? Let’s vote
today to waive the Budget Act, and
then we can have the full debate with
amendments and all of the means by
which Members of the Senate can ex-
press their specific policy positions on
a variety of issues on this complex sub-
ject. If we cannot get past the Budget
Act, the whole effort to provide 40 mil-
lion Americans with some better access
to a key component of their life and
health will be again, for the seventh
straight year, denied.

I do not believe that is the record
this Senate wants to go on. Let’s have
a vote to do what we have all agreed—
that it will cost more than $300 billion
to provide a benefit. Then let’s move
on to a discussion that justifies the
title of this institution as being the
world’s greatest deliberative body. Let
us deliberate. Let us not quibble over
the issues of dollars for which there is
no quibbling because we both agree as
to what it is going to cost to provide
this benefit.

This is the last opportunity we are
likely to have in 2002 to provide Amer-
ica’s seniors this benefit. A vote
against waiving the Budget Act is a
vote for another year of denial. It is
also a vote that when we come back
next year, we are not going to be talk-
ing about the $400 billion that both
sides have now agreed is necessary, we
are going to be talking about a sub-
stantially higher number because of
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another year of prescription drug infla-
tion and another year of that baby
boom surge of entrants into the Medi-
care Program.

If we think it is difficult today to
vote to provide a prescription drug ben-
efit, be assured it will be only more dif-
ficult every year into the future.

I urge my colleagues to look at the
reality of what we are doing and at
least vote to waive the Budget Act so
we can get on to a full debate on this
issue.

Mr. KENNEDY. Madam President, I
yield 10 minutes to the Senator from
Oregon.

The ACTING PRESIDENT pro tem-
pore. The Senator from Oregon.

Mr. SMITH of Oregon. I thank Sen-
ator KENNEDY, the manager of this bill,
and my cosponsor of this legislation,
Senator GRAHAM, for the time.

I say to the American people, what
few may be up this morning watching
these proceedings, that this is probably
our last best chance to pass prescrip-
tion drugs in the 107th Congress, and I
think it is critical we do so.

I am optimistic we are going to suc-
ceed, but if we do not, it will be be-
cause of that old maxim that the per-
fect is the enemy of the good. What
Senator GRAHAM and I have is the best
we can produce for the greatest number
of people, particularly the neediest, but
for everyone in terms of discount cards
and in terms of a catastrophic cov-
erage. We have the best we can do with
the financial constraints faced by this
Government.

We have produced a plan that is af-
fordable for seniors and it is affordable
for the U.S. Government. It is a plan at
a minimum that we ought to pass.

I thought what I would do in my re-
marks today was to try to give a com-
parison between our bill and the com-
peting bill. Both of these bills can
work. I have, in fact, voted for a
version of the Grassley-Breaux bill.
However, I am now on this bill because
I think this is more in the realm of
what is possible and workable.

I will spend some time focusing on
the health and financial security as-
pect, which is what is available to
every American under our plan who is
under Medicare, and then focus on the
sickest and the poorest, the protection
for the most vulnerable in our society.
Let me start first with the most vul-
nerable in our society.

Let’s compare the low-income ben-
efit. Under Grassley-Breaux, the low-
income folks are covered at 150 percent
of poverty; under the Graham-Smith
bill, people 200 percent of poverty are
covered. Under Grassley-Breaux, it in-
cludes an assets test which will drop 40
percent of otherwise income-eligible el-
derly; under Graham-Smith, there is no
asset test. Under their proposal, bene-
ficiaries below 200 percent of poverty
can pay up to $3,700 due to copays,
deductibles, and premiums. Under ours,
beneficiaries out of pocket are limited
to drug copays of $2 for generic and $5
for brands. That is an enormous dif-
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ference in terms of what they will have
to pay and who will be included.

Under their plan, they provide more
limited coverage than some elderly get
in current employer programs or State
pharmacy assistance programs. Under
our plan, coverage for low-income el-
derly is as comprehensive as State
pharmacy assistance programs. CBO
estimates that no employer will drop
coverage because of what we have.

As to the catastrophic limit, their
proposal kicks in at $3,700. Our pro-
posal kicks in at $3,300, a very big dif-
ference, a 12-percent difference. That
matters a great deal at the low end of
the economic scale in our country.

Some may say this does not cover
enough people. Let me give a few ex-
amples of a few States and how much
this plan helps. These are percentages
of people in various States falling
below 200 percent of poverty: In
Vermont, 42 percent of their elderly
fall below that; in the State of Mis-
sissippi, 46 percent; in the State of
Maine, 37 percent; in the State of Ohio,
41 percent; in the State of Nevada, 41
percent; the State of Illinois, 41 per-
cent also; the State of Nebraska, 43
percent; the State of Iowa, 38 percent;
in the State of Louisiana, 52 percent; in
the State of Indiana, 46 percent; in the
State of Alabama, 56 percent; in the
State of Pennsylvania, 43 percent; and
the State of Rhode Island, 48 percent.

These are dramatic numbers. There
is hardly a State in the Union that
falls below 40 percent of people who
will be covered 100 percent by the Gra-
ham-Smith proposal. That is signifi-
cant. That is an incredible start on a
prescription drug program.

Let me turn to the health and finan-
cial security aspects and compare both
bills. The premiums and fees: Under
Grassley-Breaux, the elderly will pay
$288 per year or more. The premiums
imposed are imposed monthly, despite
periods when the beneficiary receives
no benefit. Unknown premium amounts
that can vary by area dramatically,
year by year. Under ours, there is no
monthly premium.

Now to the deductible. Under theirs
there is a $260 per year deductible.
Under Graham-Smith there is no de-
ductible.

Universal coverage: Under Grassley-
Breaux, only low-income and those
choosing to pay monthly premiums are
covered. Under ours, all seniors and
covered disabled are covered after a $25
annual fee.

As to employer coverage and crowd-
ing out private plans, the CBO esti-
mates a third of current employer ben-
efits will be dropped if Grassley-Breaux
goes through. They estimate that
under the Graham-Smith proposal all
seniors and disabled will be covered,
and they estimate no loss of current
employer coverage. I think that is ter-
ribly significant. Ours overlays the ex-
isting program much better than the
Grassley-Breaux proposal.

Now as to guarantee of current cov-
erage levels: Under Grassley-Breaux,
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some low-income elderly would receive
reduced coverage than under the cur-
rent State pharmacy programs. But
under ours, low-income elderly are
guaranteed a comprehensive benefit
with a nominal cost sharing. CBO esti-
mates under Grassley-Breaux one-third
loss of current employer coverage, and
coverage could be far worse than the
elderly currently receive. CBO esti-
mates under ours, no loss of current
employer coverage.

Now, the stability of the delivery
system. Grassley-Breaux imposes an
untried and untested insurance model
on our Nation’s elderly and disabled
and results in employer crowd-out. I
assume this insurance program in the
private sector could be developed, but
it does not exist right now. So we are
betting that it can be developed and
that people would like it.

In the State of Oregon, if you ask
how they like their private insurance,
it is not much; they do not like it
much. While they complain about
Medicare, they certainly want us to
support it.

Then on this issue of a stable deliv-
ery system: Senator GRAHAM and I
build upon current State and market-
based delivery models, and we do not
result in an employer crowd-out. What
is the overall cost? The Grassley-
Breaux approach is scored at some-
where between $375 and $400 billion
over 10 years. Ours is scored at $390 bil-
lion over 10 years. So they are com-
parable in that regard.

I conclude my remarks by saying we
will hear this morning about the
“cliff’—that after 200 percent of pov-
erty the people do not get anything; if
you make $24,000 as a couple, you fall
off a cliff. I wish we had a more grad-
uated program, I grant that. There are
many things about what Senator GRA-
HAM and I have that I would change if
I could, but I can’t, and get something
passed and into conference. So let’s
start here.

Let me simply say to those who
would describe this as a cliff, that you
get nothing if you make more than
$24,000 a year, to me it is not nothing
to say that for $25 a year you get a dis-
count card that, at a minimum, gives
you 5 percent off all your prescriptions,
but probably, because you get the ben-
efit of pricing discounts, you get as
much as 30 percent off every prescrip-
tion drug, and, moreover, you add to
that the fact that you never have to
worry again as a senior in America
that when you lose your health, you
have to lose your home—you do not
have to choose between food and medi-
cine. That is significant. Tell me where
in the private sector you can find an
insurance policy that, for $25 a year,
will do all of that.

Have we done enough? No. Have we
done a tremendous amount of good?
Absolutely.

I plead with my colleagues to vote to
waive this point of order. We should
not fail today. We should get this to
the floor. People have ideas. We can
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perhaps make it better. But we can get
on with the business that the seniors
and citizens of this country are expect-
ing. Let us get beyond the war of words
and get to a prescription of wellness for
the seniors and provide them a benefit
that is workable, tried and true, afford-
able for them and our Government.

I yield the floor.

The ACTING PRESIDENT pro tem-
pore. The Senator from Tennessee.

Mr. FRIST. Madam President, I yield
myself 10 minutes, to be followed by
the Senator from Maine, 10 minutes.

Madam President, I rise in opposition
of the Graham drug Medicare proposal.
I will make four points regarding my
opposition in the few minutes I will
speak.

The first point is, the bills we are
considering on the Senate floor have
not gone through the committee proc-
ess. That is important for the Amer-
ican people to understand. It makes it
incredibly challenging to receive an
amendment yesterday such as this and
having the opportunity only to read it
for the first time. This legislation is
very complicated.

In looking at the this bill compared
to the bill passed by the House of Rep-
resentatives, the tripartisan proposal
or the bi-partisan Hagel-Ensign bill,
the major substantive objection I have
is that the bill costs more and yet
fewer people benefit.

We do have huge gaps of coverage. We
have huge gaps in terms of being able
to look seniors in the eye and say, yes,
we understand your problem is afford-
able access to prescription drugs, and
then walk away because they don’t fall
into the category. There are cliffs and
gaps and chasms, and these vacuums
exist for that individual who falls into
one of these gaps or chasms because we
do not cover everybody in the sense of
addressing their problem; that is,
health care security for prescription
drugs.

Of all the bills we have considered,
this is not really a compromise bill. It
is a very different bill that costs more
and covers fewer and fewer people.

The tripartisan comprehensive plan
the Senator from Maine put on the
table—and we will hear from her short-
ly, along with Senators GRASSLEY and
BREAUX and JEFFORDS is a much more
comprehensive bill that I argue gives
more secure comprehensive coverage
and helps a broader swathe of people. If
you look at individuals with disabil-
ities, it doesn’t have these categories
of exclusion. Where there are some
areas that you do not get as complete
coverage, it is gradual, and you do not
have these cliffs, these drop-offs. If you
make one dollar more, all of a sudden
you do not get the coverage.

In terms of how many people are cov-
ered, it is hard to factor it out. We
have about 38 million Medicare bene-
ficiaries, seniors and individuals with
disabilities around this country. Of the
38 million, there are an estimated 18
million who are above 200 percent of
poverty. We heard yesterday and last
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night about this drop-off, this cliff.
Once you get to 200 percent of the pov-
erty level for an individual or for a
couple, all of a sudden you do not get
benefits. There is a huge hole, a huge
chasm, a gap that is there, this drop-
off. Above 200 percent you get a min-
imum benefit of 5 percent. That does
not give me the security to look in
somebody’s eye and say we are really
helping you. We need to make afford-
able access to prescription drugs,
which is our goal, a reality.

Only about 2 million of those 18 mil-
lion will ever qualify for the cata-
strophic benefit. So you have 18 million
above the cutoff level of 200 percent of
poverty with very minimal benefit. But
people say: Yes, for catastrophic cov-
erage they will be helped. At the end of
the day, only 2 million out of the 18
million will fall into that catastrophic
category, again leaving essentially no
benefit for 16 million seniors today.

I think it is important for our seniors
to understand. I do not want to leave
this body 2 days from now saying we
passed prescription drugs, we took care
of your problem, you will have afford-
able access to prescription drugs—
which seems to be the implication. It
has been said that we cannot leave here
on recess without passing a package.
This package is a shell, and it does not
give seniors affordable access to pre-
scription drugs.

If we pass it, we are not being honest
going home saying we passed a real
prescription drug package. It costs
more, covers fewer people than what
we have had on the floor, what we have
been discussing. If we go back to the
Finance Committee, I think we can
come up with a very good bill. Under
this bill, at least 15 million to 16 mil-
lion seniors are left behind. That is,
they do not get a substantial benefit;
they only get that 5-percent discount.
Fifteen million to 16 million people we
are leaving behind.

Second, I think from our standpoint
it is irresponsible to pass a bill and pre-
tend we are doing something that we
are not really doing when we have al-
ternatives. If we did not have alter-
natives, we could say this is our best
shot, and we can build on it in the fu-
ture. But, really, the two bills that
came to the floor each had different ap-
proaches. The initial Graham bill was
much more Government run. The
tripartisan bill involved the public and
private sector, but both of those bills
had more comprehensive coverage. For
the seniors who are listening, for the
dollar value, they had more benefits
than the bill before us today. There-
fore, we should not, by default, end up
passing a bill today just to say that we
have passed something.

Politically, people might be able to
claim a victory saying we passed pre-
scription drugs, but this particular bill
never addresses the ‘‘affordable’ prob-
lem, affordable prescription drugs.

The response to that is we are taking
a good first step, and we have to do
something. If we do something, maybe
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we can work on it later. If we knew
what that ‘“later’” was, I would say yes,
we should have a one-two punch and
come back. I have a great deal of con-
fidence if we pass this, we will not
come back and visit this in September
or October and put together a truly
comprehensive plan. We are not ad-
dressing the fundamental problem of
seniors not being able to afford life-
saving drugs.

The third point I want to make is
this bill fails to recognize that pre-
scription drugs are, and need to be,
considered a part of the overall mod-
ernization of Medicare. Yes, I admit all
the bills we have considered over the
last 2 weeks have not fully addressed
the fact that prescription drugs need to
be a part of the full armamentarium of
what a physician has to deal with,
what a hospital has to deal with, that
doctor-patient relationship and out-
patient care.

We are treating prescription drugs
sort of on the outside, as if it is an ap-
pendage to Medicare, without in any
way addressing the fundamental prob-
lems of Medicare. In truth, the sustain-
ability, long-term, of whatever we
promise—whether it is acute or long-
term or preventive care—has to be part
of a more comprehensive approach
which we addressed. I mention that be-
cause the tripartisan bill, of all the
bills we mention on the floor, is the
only one that is health care security
for our seniors, like the surgeon’s
knife, like acute care, chronic care, or
preventive medicine. Remember, the
tripartisan bill costs $370 billion, and
the more limited bill we are consid-
ering on the floor is even more than
that because the tripartisan bill at
least reached out and said we under-
stand prescription drugs are a part of
overall Medicare. This bill does not ad-
dress that. It has no element of mod-
ernization at all.

Thus, I think the bill on the floor, of
all the bills we have considered, is the
least effective in accomplishing what
seniors expect. It does not guarantee
seniors comprehensive prescription
drug coverage. It locks into place a
limited stopgap proposal. Everybody
says this is not the answer but this is
sort of a stopgap, something to do now.
But it locks it in place at a far higher
cost than it needs to. The taxpayers
are paying for this—the people who are
listening to me now. It is, my col-
leagues, constituents. All over the
country, people are paying into this as
taxpayers. So we need to give them an
effective product as we go forward. The
product itself, I think, is insufficient.

As I mentioned, it leaves a gaping
hole in coverage. This is my final
point. We have talked about doughnuts
earlier in the debate. All last week we
talked about a doughnut, which is a
gap of people who simply do not get the
benefits that other people get. This has
a much larger gap than, again, any
other bills; than the tripartisan pro-
posal or the proposal that passed the
House of Representatives, for example,
several months ago.
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It fails to provide Medicare bene-
ficiaries with either an effective drug
prescription benefit or some of the
other much needed improvements that
are present in the tripartisan bill.

I will close by simply saying that I
think at this juncture the most pru-
dent thing to do is to table this bill be-
cause of the reasons I have outlined
and to recognize we have made huge
progress compared to even a year ago.
It was 3 years ago that we had the
Medicare Commission. It basically pro-
posed a public-private approach. That
approach has been built upon by a se-
ries of bills. We have made great
progress over the last 2 weeks. The
Medicare debate is on the floor. People
have talked about it. We recognize de-
ficiencies. We recognize some advan-
tages in some of the bills. I think the
best thing to do is to go back through
regular order that is usually in this
body, and that is to go through the Fi-
nance Committee.

Let that process, based on what we
know and what we talked about today,
work so we can have that particular
debate, and move forward.

I will be voting against this bill. I
will be voting, if there is a point of
order, to table the bill. I will support
that, and I encourage my colleagues to
do so.

I yield 15 minutes to my colleague
from Maine.

The PRESIDING OFFICER (Mr.
EDWARDS). The Senator from Maine is
recognized.

Ms. SNOWE. Mr. President, I thank
the Senator for yielding me the time.

I concur with what has just been sug-
gested by the Senator from Tennessee
in terms of returning to the regular
process so that we can go back and re-
sume the negotiations and discussions
that were well underway over the
course of the weekend with Senators
from across the aisle—Senators KEN-
NEDY, BAUcCUS, and WYDEN—even
through Monday to reach an agreement
that would provide for comprehensive
coverage for Medicare beneficiaries.

There is no reason we cannot have
that discussion to develop the kind of
plan that seniors deserve in the Medi-
care Program.

As I said yesterday, we should not
have this vote. Why entrench and po-
larize both sides on this issue? Why
make it more intractable? Why not go
back and begin the process of negotia-
tions that were well underway using
the tripartisan plan as a basis? It pro-
vides comprehensive coverage. There is
no reason we can’t begin that process.
This doesn’t have to be the last vote.

With the Medicare give-back in the
fall, we have an opportunity during
this interim to begin this process anew
so that we can achieve and craft a com-
prehensive plan that seniors need and
deserve.

Looking over this proposal, there are
many troubling features. I think that
we ought to deal with the facts.

First of all, the proposal before us
today, if you had told me more than a
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year ago—as the tripartisan group with
Senator BREAUX, Senator JEFFORDS,
Senator GRASSLEY, Senator HATCH, and
myself, as members of the Senate Fi-
nance Committee invited all members
of the Finance Committee to partici-
pate in this process—if somebody told
me when we embarked on this legisla-
tive odyssey that somehow we would be
considering in a serious way today a
proposal that abandoned the basic pre-
cepts that had been the underpinning
of the Medicare Program since its cre-
ation 37 years ago yesterday when
President Johnson signed into law the
Medicare Program—we never con-
templated or considered during the
course of this last year when we devel-
oped that tripartisan plan that we
would abandon universal coverage. We
never contemplated abandoning the
ability to pay and resorting to a
means-test program that is now before
the Senate—a means-test program that
places the low-income benefit in the
Medicaid Program—not Medicare, in
the Medicaid Program.

These are huge departures from the
principles that we have embraced here
in Congress year after year. In fact, the
vote last week, with 97 votes on both
sides of the aisle, was for the original
plan that we were embracing for uni-
versal coverage—the principles that
AARP and the major organizations rep-
resenting seniors in America have al-
ways and consistently embraced for the
37 years of Medicare existence. Now the
proposal before us abandons all of
those principles.

It most certainly doesn’t advance or
improve the prescription drug debate.
In fact, the bill before us today has not
had the advantage of scrutiny by the
Congressional Budget Office because
the language of this amendment spe-
cifically has not been reviewed by the
Congressional Budget Office in order to
prepare a cost estimate on the pro-
posal. I think we should understand
that from the outset.

There is no certainty because the
language in this legislative initiative
has not been reviewed by the Congres-
sional Budget Office. Are we to have
confidence in the process and the Con-
gressional Budget Office when the ana-
lysts have not even had the text of the
amendment? We are creating a new
Federal program at a cost presumably
of a minimum of $400 billion without
knowing the true fiscal impact of this
legislative proposal.

Here is my first chart. One of my
first major concerns about this initia-
tive before us, which I think all Mem-
bers of the Senate should readily un-
derstand, is that most seniors do not
get a basic drug coverage under this
plan because it is not a universal ben-
efit. I think that needs to be under-
stood.

The Graham proposal does not offer a
basic drug benefit for 70 percent of sen-
iors who have incomes above $17,720 for
an individual and $23,880 for a couple.
This is according to the AARP data:
The number of seniors who have in-
comes above 200 percent of the Federal
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poverty level. Seventy percent of sen-
iors above 70 percent would not get
basic coverage. They will have to spend
$3,300 before they get any basic cov-
erage. That is an important point.

In fact, in the New York Times the
other day there was an op-ed Dpiece
written by the Urban Institute—that is
not a conservative think tank—dis-
cussing the fact that most individuals
usually have drug expenses between
$2,000 and $3,300; and that many people
are spending in that middle range, par-
ticularly on chronic illnesses such as
high cholesterol, high blood pressure,
and arthritis. But with a low-income
catastrophic approach, that will pro-
vide very little help for most Medicare
recipients with chronic illnesses. The
chronically ill cannot get enough help
under this type of an approach.

Under our legislation, 80 percent
would even exceed our benefit limit of
$3,450, and we had a catastrophic cov-
erage of $3,700.

But the point here is that it now is 70
percent. In all States across the coun-
try, seniors are left behind.

I heard this morning about how
many seniors will be covered. But let
us look at the other side of that equa-
tion and who won’t be covered.

If you look at these statistics, it is
staggering. It is 71 percent in Mary-
land. In Oregon, 51 percent of seniors
will be left behind. In my State of
Maine, they will not get a basic drug
benefit under this proposal; neither
will 50 percent in Virginia, 67 percent
in Arizona, 51 percent in Arkansas, 66
percent in Missouri, 72 percent in
Washington, 64 percent in Iowa, 70 per-
cent in Colorado, and 52 percent in
Montana. These seniors will not get a
basic drug benefit under the Graham
plan because they earn at least $1 over
the strict income limit for the com-
prehensive coverage offered to low-in-
come seniors.

Only those seniors with incomes
below 200 percent of the Federal pov-
erty level obtain real prescription drug
coverage under the Graham plan.

Let us look at chart 3. It is not a
comprehensive benefit because it guts
the most important part of any drug
benefit program; that is, basic cov-
erage. There is a huge gap. We were
criticized for our gap between $3,450
and $3,700. But this is a canyon in
terms of gap in coverage. You have no
coverage from basically zero to $3,300
in out-of-pocket drug expenses—zero.

Seniors above 200 percent will have
to spend $3,300 before they receive any
coverage at all. According to the Con-
gressional Budget Office, two-thirds of
seniors will not have prescription drug
costs even has high as $3,000 or $2,500.
That means that most of the 26 million
Medicare beneficiaries with incomes
above 200 percent of the Federal pov-
erty level would never spend enough to
receive any coverage—no coverage at
all. It is not a comprehensive benefit.

What about the 125 percent of seniors
who will spend $4,000 annually on pre-
scription drugs? They will not have
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any coverage for their prescription
drug costs until about Thanksgiving
Day after 10%2 months with no coverage
at all—mo coverage at all for 10%
months.

I am told that under this plan most
seniors will only get a 35-percent dis-
count off their drug costs through the
Government-managed plan until they
spend $3,300 a year.

Private drug coverage plans get sig-
nificantly larger discounts, anywhere
from 20 to 40 percent, compared to a
benefit such as this. I know the author
of this amendment, Senator GRAHAM,
claims seniors will get up to a 30-per-
cent discount, but I challenge him to
show me where it says that in this leg-
islative initiative we are considering in
the Senate. It is not in this legislation.
And study after study has shown that
discount cards, such as the one offered
for seniors in this coverage gap, do not
offer discounts that high.

What the typical senior actually gets
from this plan is about $6 a month in
help with drug costs. So the total an-
nual benefit will be $72. What about the
senior, as we said earlier, who is spend-
ing $2,000 to $3,000? They will get no
coverage other than maybe this aver-
age of 5 percent off on discounted
drugs, which will average about $6 a
month.

This does not offer a Medicare drug
benefit, in all reality, in the Medicare
Program. This program would, in re-
ality, be administered by the State
Medicaid Program. This means the
States will experience a huge unfunded
Federal mandate in the Graham plan
because they are required to pick up a
large share of the cost of this new pro-
gram.

An analysis conducted by the Centers
for Medicare and Medicaid Services of
the costs passed on to the States by
this Graham amendment shows that
many States across this country will
be required to shoulder a sizable new fi-
nancial burden.

Let’s just talk about a few of the
States hardest hit. I have a list of
them, but I will go through a few: Ari-
zona, Arkansas, California, Colorado,

Iowa, Louisiana, Montana, Oregon,
South Dakota, Washington, West Vir-
ginia.

Do you know what the annual impact
will be on States, just in 1 year alone,
based on our up-to-date analysis of the
impact of this legislation? It is $5 bil-
lion in 1 year—$5.189 billion in 1 year—
as an unfunded mandate on the States,
for a grand total of $70 billion over 10
yvears. That is $70 billion over 10 years
in an unfunded mandate to the States
as a result of this low-income benefit
now being placed, for the first time, in
the Medicaid Program, not Medicare.

States, that as we all know are strug-
gling in a sea of red ink, will be forced
to raise taxes to implement the drug
benefit for low-income seniors. Iron-
ically, this new unfunded mandate will
create a new funding crisis for States
that we just tried to correct with the
Rockefeller-Collins amendment last
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week, which was designed to give emer-
gency Medicaid funding to States so
they are not forced to cut their exist-
ing health care programs. I might add,
that was returning to the States $9 bil-
lion for a year and a half. We are talk-
ing about an unfunded mandate, in 1
year, of $56.1 billion, and $70 billion over
10 years, to the States.

I might also say, this plan penalizes
low-income seniors who earn extra in-
come because it could mean they could
lose their drug coverage. Only those
beneficiaries who earn up to $17,720 for
an individual and $23,880 for a couple
will get comprehensive coverage, as I
mentioned earlier. Any individual ben-
eficiary who earns $17,720, plus $1, or a
couple who earns $23,880, plus $1, gets
no coverage. They are left to spend 18
percent of their income for prescrip-
tions.

Just 2 years ago—another irony
here—we passed legislation, in March
of 2000. The Senate voted 100 to 0 to re-
peal the Social Security earnings
limit. Yet here we are today consid-
ering a plan that would effectively es-
tablish a new earnings limit almost
identical to one we repealed. Here is
another contradiction in legislative
policy.

So now we are going to penalize low-
income seniors if they want to earn
more money. Now we are creating a
penalty——

The PRESIDING OFFICER. The Sen-
ator has used 15 minutes.

Ms. SNOWE. We are now creating a
penalty on prescription drug coverage.

May I ask unanimous consent for 2
more minutes.

Mr. FRIST. I yield an additional 2
minutes to the Senator from Maine.

The PRESIDING OFFICER. The Sen-
ator from Maine.

Ms. SNOWE. Thank you, Mr. Presi-
dent.

That is an important point, that we
are now creating this type of penalty
for low-income seniors, because if they
earn $1 more, they lose their prescrip-
tion drug coverage.

Finally, employer-sponsored plans,
labor-union sponsored plans, will be pe-
nalized under this legislation. There
will be a disincentive for employers
and labor unions to continue their cov-
erage. You might ask, why? I will an-
swer that question. Because now, under
this legislation before us, they have re-
vamped the standard for how you cal-
culate your out-of-pocket cost for the
catastrophic level of $3,300.

These plans will not be counted to-
ward the out-of-pocket costs. So em-
ployers will not have an incentive to
continue these programs. And cer-
tainly employees would not want to be-
cause they would not want to lose their
coverage. Labor unions will drop their
plans. So that is another disincentive.

Now 23 percent of retirees have such
coverage. We do not want to create a
disincentive for the continuation of
those programs. But that is exactly
what this Graham proposal will do that
is before this Senate today. That is
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why I am urging my colleagues not to
support this initiative. Allow us to go
back to where we were on Friday, con-
tinuing the discussions we were hold-

ing across the aisle with our
tripartisan group, with Senator
BREAUX, Senator JEFFORDS, Senator
GRASSLEY, Senator HATCH, Senator
BAUcUSs, Senator KENNEDY, Senator

WYDEN, and others, so that we can have
a comprehensive plan for all Medicare
beneficiaries, with universal coverage
that the AARP and all of us have em-
braced for the last 37 years with the ex-
istence of the Medicare Program.

This isn’t the last vote. This can be
the beginning. And I cannot imagine
this Senate, in September, considering
a Medicare give-back to providers and
not considering a prescription drug
program for our Nation’s seniors. They
deserve better. And we can do better.

Mr. President, I ask unanimous con-
sent that the following material be
printed in the RECORD.

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

[From the New York Times, July 29, 2002]

FINDING A FORMULA FOR MEDICARE DRUG
BENEFITS
(By Marilyn Moon)

Washington.—The political debate over
how to add a prescription drug benefit to
Medicare has dragged on now for more than
four years. Prescription drugs have become
an integral part of health care delivery, but
unlike insurance for most working families,
the Medicare program for older and disabled
people provides almost no drug coverage.
Politicians from both parties know they
have to do something, but the hurdles are
big: money and control.

The debate in the Senate is still ongoing.
But large differences along party lines re-
main, and the Republican House plan that
was passed on a party line vote in June
makes hopes for compromise remote given
the desires of consumers for broad coverage
and of drug companies for minimal govern-
ment controls.

The sums needed are enormous; over the
next 10 years, Medicare beneficiaries are ex-
pected to spend $1.8 trillion for drugs. Thus,
while the Senate Republicans’ top offer of
$370 billion over eight years is a lot of
money, it represents only a bit more than
one-fifth of drug spending over that period.
The Republican plans contain big gaps in
coverage and allow restrictions on what
drugs will be covered. Democrats offer more
coverage, but at a cost of $500 billion or
more.

Since all proposed plans would be vol-
untary, those who spend relatively little on
prescriptions need to be wooed into partici-
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pating with the promise of receiving some
benefits. Otherwise, only high users will en-
roll and any program will become very ex-
pensive over time.

All the competing plans offer generous
coverage above a certain level of spending
for those with catastrophic expenses. The
differences arise in how to treat people who
spend below the catastrophic level but still
spend several thousand dollars annually on
drugs. The Senate Democratic proposal re-
quires beneficiaries to pay a portion of the
costs, up to $4,000 a year. Beyond that limit,
all drug costs are covered. But under the
House Republican plan individuals must pay
100 percent of their drug expenses between
$2,000 and $5,300.

Increasingly, many people on Medicare are
ending up in this middle spending range, par-
ticularly those who take one or more drugs
every day for a chronic condition. Drugs for
such common ailments as hypertension, high
cholesterol and arthritis cost $1,200 to $1,500
a year, creating a substantial financial bur-
den for the chronically ill.

A viable compromise is to offer com-
prehensive coverage for those with low in-
comes and catastrophic help for all other
beneficiaries, an approach that seems to be
gaining favor in the Senate. But this plan
would still cost about $400 billion, while pro-
viding little help for most Medicare recipi-
ents with chronic illnesses.

Money accounts for only part of the dif-
ferences between the two parties. A big dis-
agreement is over how the benefit is struc-
tured—and the precedent it sets for Medi-
care’s future. The Democratic approach basi-
cally would have Medicare pay for drugs the
way it now pays for hospital and physician
benefits. Republicans want instead to have
the benefit offered by private insurers. Com-
promise on this ideological question is espe-
cially difficult.

The Democratic approach is simpler and
relies on Medicare’s well-tested structure.
But drug manufacturers, fearing that Medi-
care would impose price controls on drugs,
are strongly opposed to enlarging Medicare
itself to cover drugs.

Supporters of a private insurance structure
argue that only competition among plans
can achieve substantial control over rising
prescription drug costs. But this theory has
not been proved in other contexts. The pri-
vate managed-care option in Medicare, for
example, has raised costs to the federal gov-
ernment. Meanwhile, many Medicare recipi-
ents have had to suffer with plans that cut
benefits or, worse, are withdrawn altogether
because the companies offering them have
quit the Medicare program entirely for lack
of profits.

A privately administered drug benefit
would be particularly problematic. If private
insurers carry the risk for drug costs, they
will probably structure their plans in ways
that put high users of drugs at a disadvan-
tage. For example, they can establish a list
of preferred drugs (a formulary) and either
not cover certain drugs or charge more for
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drugs that are not on the list. There are, for
example, many anti-cholesterol drugs, but a
formulary may not include the drug that
works best for a particular patient. Con-
sumers who need many drugs are likely to
find it hard to decipher which medications
the plans will cover and at what cost.

Ultimately, lawmakers and the rest of us
must decide whether we trust government to
deliver a new drug benefit effectively. What
we do know is that the need for drug cov-
erage is too great to let this issue remain un-
resolved.

SENIORS LEFT BEHIND BY THE LATEST
GRAHAM PLAN

Percent
Alabama 57
Alaska .... 68
Arizona ... 67
Arkansas 51
California .....cooeeveevieiiiiiiiiiiininininnnn, 66
Colorado ... 70
Connecticut .......cooeeviiiiiiiiiiiiiniiiinnnn., 70
DelaWare ......ccccveveveineiiniiiniiiiieiiennneens 69
District of Columbia . 61
Florida . 64
Georgia 69
Hawail ..ooooviiiiiiiiiii 73
Tdaho ceuveniiiie 61
Illinois . 67
Indiana ... 65
Iowa ..... 64
Kansas 68
Kentucky 50
Louisiana .. 51
Maine ....ooeevviiiiiiiiiiiini 61
Maryland ......cccoceeviiiiiiiiiiiieieeeeans 71
Massachusetts 64
Michigan ...... 66
Minnesota . 66
MisSisSipPl cvevvieeriiiiiiee e 47
Missouri 66
Montana . 62
Nebraska 55
Nevada ...ccocvevveeniiiiiiiiiiiiiieeees 64
New Hampshire 65
New Jersey .. 65
New Mexico .. 60
New YOIK ..covevieiiiiiiiiiiiiiiiiieicicieens 57
North Caroling ......ccc.cceeeevnvevnvennnennnnnn. 57
North Dakota 52
Ohio ............. 64
Oklahoma . 56
[0 =T =40} o RS 66
Pennsylvania .........ccoceveviiiviiiinninennnn, 62
Rhode Island .. 54
South Carolina .......c..cceeeevuveinneenneennnes 58
South Dakota .....cveeviiiiniiiiiiiiinian, 59
Tennessee .... 56
Texas . 56
Utah ..... 72
Vermont .....oooovveviiiiiiiiiiiniieeen 59
Virginia ...cocvcviviiiiiiiiieeee 62
Washington .. 72
West Virginia ......ccooveviiiiiiiiiiiiinnnn.. 58
WISCONSIN .evvivniiiiiiiiiiic e 65
WYOMING onviviriiiiiiieeeeeeeeeeeeeeaenes 60

State share of costs of ex-

Mandated state expenditures to pay for

panding Medicaid drug d drug coverage in
coverage (Percent of ben- 05
Current efit cost)
Medicaid Total cost of new
State drug cov- From cur- New state man- New state man-  Medicaid mandate
erage (% of rent level of o date to cover up date to cover to states in 2005
Pty drug cov-[OTA20% o 120% PP 120-150% FPL
erage to r; (state portion of (state portion of
120% of poverty costs) costs)
poverty
All States $3,464,769,443 $1,725,226,680 $5,189,996,123
Alabama 74 29.4 20.58 71.839,488 27,330,240 99,169,728
Alaska 74 41.73 29.21 3,992,726 1,518,920 5,511,646
Arizona 74 32,75 22.92 46,279,680 17,602,560 63,882,240
Arkansas 74 25.72 18 39,374,234 14,976,000 54,350,234
California 100 50 35 242,560,000 212,240,000 454,800,000
Colorado 74 50 35 47,472,000 18,060,000 65,532,000
District 100 30 21 3,168,000 2,772,000 5,940,000
Georgia 74 404 28.28 110,017,280 41,854,400 151,871,680
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State share of costs of ex-

Mo

panding

Mandated state expenditures to pay for
id drug dn o Modi

coverage (Percent of ben-
efit cost)

Current

id drug coverage in
2005

Total cost of new

State drug cov- From cur- New state man- New state man-  Medicaid mandate
er?)ge (%)of rednt level of From 120% date ltgoc/ovg'r) Lup lggteltSDO c/ovFer;L to states in 2005
overty) rug cov- o to 120% -150%
erage t to 150{;’ of (state portion of (state portion of
120% of poverty costs) costs)
poverty
Hawaii 100 41.23 28.86 7,388,416 6,464,640 13,853,056
Idaho 74 29.04 20.33 11,114,189 4,228,640 15,342,829
lowa 74 36.5 25.55 40,027,360 15,227,800 55,255,160
Kentucky 74 30.11 21.08 59,169,763 22,513,440 81,683,203
Louisiana 74 28.73 20.1 61,109,859 23,235,600 84,345,459
Mississippi 100 23.38 16.37 17,132,864 14,994,920 32,127,784
Montana 74 27.04 18.93 8,358,605 3,180,240 11,538,845
Nebraska 100 40.42 28.34 11,640,960 10,202,400 21,843,360
New Hampshire 74 50 35 19,872,000 7,560,000 27,432,000
New Mexico 74 25.44 17.81 26,026,138 9,902,360 35,928,498
North Dakota 74 31.64 22.15 11,876,390 4,518,600 16,394,990
Ohio 64 41.17 28.82 200,672,461 62,712,320 263,384,781
Oklat 74 29.44 20.61 45,069,107 17,147,520 62,216,627
Oregon 74 39.84 27.89 41,930,803 15,953,080 57,883,883
South Dakota 74 34.71 243 9,707,693 3,693,600 13,401,293
T 74 3541 24.79 84,961,338 32,326,160 117,287,498
Texas 74 40.01 28.01 315,086,752 119,882,800 434,969,552
Utah 100 28.76 20.13 4,877,696 4,267,560 9,145,256
Virginia 80 49.47 34.63 108,596,544 47,512,360 156,108,904
Washingt 74 50 35 93,472,000 35,560,000 129,032,000
West Virginia 74 24.96 17.47 27,188,429 10.342,240 37,530,669

NEW GRAHAM BILL IMPOSES BILLIONS IN UN-
FUNDED STATE MANDATES THROUGH MAS-
SIVE MANDATORY MEDICAID EXPANSION

Why does the bill increase Medicaid cost for

many states?

The bill mandates a major expansion of a
form of Medicaid to provide prescription
drug coverage. It creates a new category of
Medicare-Medicaid ‘‘dual eligibles,” who
qualify for drug coverage if they meet the
means test requirement in the bill. States,
through their Medicaid programs, are re-
quired to determine low-income eligibility
and to pay the enrollment fee and most of
the drug costs for beneficiaries with incomes
below 200% of poverty. Low-income bene-
ficiaries are responsible for paying a $2 co-
pay for generic drugs and $56 for brand name
drugs; the new drug benefit picks up all the
rest of the costs. This is a comprehensive
drug benefit, estimated to cost around $3200
per beneficiary on average in 2005. The Fed-
eral government pays for the Medicare por-
tion of the benefit. But most of the cost of
this comprehensive benefit must be paid
through Medicaid. This is because the Medi-
care benefit is a limited one: Medicare covers
only 5 percent of the cost of drugs up to the
catastrophic limit of $3300, then provides
catastrophic coverage with a $10 copay.
Thus, state Medicaid programs must pay at
least two-thirds of the cost of the drug ben-
efit, around $2000 per beneficiary in 2005.
This is a conservative estimate of Medicaid
benefit cost, and it will increase rapidly over
time.

The Federal government pays only part of
the cost of the Medicaid benefit, based on the
state’s Medicaid FMAP rate and enhanced
FMAP rate:

Peme"th{epweny Med|g§(\]<:y0at Required State Contribution
074 oo, Truly Dually ........ Normal Medicaid Match
75-100 QMB's Normal Medicaid Match
100-120 SLMB's ........ Normal Medicaid Match
120-150 Drug QMBI .. Enhanced (SCHIP) Match
150-200 ... Drug QMB? ......... 100% Federal Match

While all states have comprehensive Med-
icaid drug coverage up to 74 percent of pov-
erty, many states do not have coverage up to
150 percent of poverty. States that currently
do not provide comprehensive drug coverage
up to 150% of poverty through either Med-
icaid or a state drug assistance program up
to 150% are thus required to pay for a signifi-
cant portion of the cost of comprehensive
drug coverage. The cost of the new mandate
depends on how many beneficiaries in the
state currently do not have comprehensive

coverage. The costs also increase rapidly
over time, because drug cost are rising rap-
idly.

How much must your State pay?

The overall cost of this mandate to states
in 2005 will exceed $56 billion, and may be
much more. Over the 10-year budget window,
the cost of the Medicaid mandate to the af-
fected states will exceed $70 billion—about 14
times the 2005 costs. The attached table
shows states that definitely will pay hun-
dreds of millions more because of this pro-
posal. Additional states may also face higher
costs, if they do not already provide com-
prehensive drug benefits up to 150 percent of
poverty.

NoO HELP FOR RETIREES WITH EMPLOYER OR

UNION COVERAGE FROM GRAHAM

Retirees with decent coverage from a
union or employer do not incur actual drug
costs out of their own pockets above $3,300,
as they would have to in order to benefit
from the Graham amendment. So this ben-
efit provides nothing for them.

The Graham bill supporters note that ‘“no
employers drop’’ coverage as a result of their
bill. This is because the benefit is so paltry.

In contrast, the Tripartisan bill provides a
real subsidy worth almost $1,600 per retiree
to help union and employer plans continue
coverage.

And those that decide to ‘‘wrap around”
the strong basic benefit for all Medicare
beneficiaries still provide comprehensive as-
sistance to their workers. This is real help
for employer and union coverage.

The Graham benefit does little to stem the
trend toward dropping employer coverage.
And when employers drop, Graham leaves re-
tirees with nothing until they incur over
$3,300 in costs out of their own pockets.

Graham would spend $390 billion yet pro-
vide virtually no benefit for anyone with re-
tiree coverage. When retirees find out that
they won’t benefit from this, how will they
react?

Ms. SNOWE. I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Tennessee.

Mr. FRIST. Mr. President, I yield 10
minutes to the Senator from Iowa.

The PRESIDING OFFICER. The Sen-
ator from Iowa.

Mr. GRASSLEY. I thank the Senator
from Tennessee.

Mr. President, obviously, as you
might expect, I rise in opposition to

the latest amendment by Senator GRA-
HAM—whether it is Graham 2, 3, or 4, I
am not sure, but it is another Graham
idea on drugs.

First of all, I would like to address
an argument that some Senators have
been making on behalf of this amend-
ment. They have argued that this is
the Senate’s very last chance to deal
with the drug issue this year. Even
though this amendment is terribly
flawed, they say that somehow Sen-
ators should be encouraged to vote for
it anyway.

Mr. President, I am second to none in
my frustration with the Senate’s fail-
ure on this issue at this point. The
Democratic leadership has abandoned
any pretense of a fair process. And fair
process is what the Senate is all about.
Instead of leading, the Democratic
leader has been content to cook up his
own proposals or have members of his
party cook up their own proposals and
try to somehow just ram them through
the Senate.

For those of us who believe things in
this body must be done in a bipartisan
way, and through the committee proc-
ess, and, in the end, get things done,
this process in which we have been in-
volved has been extremely frustrating.

The good news is that this vote is not
the last vote. Fortunately, the Senate
still has time and the ability to act.
Speaking for my colleagues in the
tripartisan group, we are ready to
move on and begin work in the Finance
Committee on a truly bipartisan com-
promise. I wish Senator DASCHLE had
the confidence in Senator BAUCUS I
have to move a bipartisan bill on Medi-
care prescription drugs out of com-
mittee.

No one should vote for this amend-
ment in the misguided belief that it is
their last chance because it is not their
last chance.

Now I would like to address the sub-
stance of the amendment before us.
The sponsors chose to spring the text
of this amendment on the Senate yes-
terday for the first time. Perhaps they
thought they could slip in something
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new that we would not catch. Well, we
caught it, and you know we have
caught it by the speeches of the Sen-
ator from Maine. We actually have had
a chance, and we have studied the Gra-
ham amendment.

The Graham amendment imposes a
massive new burden on States just
when State treasuries are in terrible
shape. What does it do? Well, it man-
dates—do you like mandates?—that
State Medicaid Programs provide cost-
sharing assistance to an entirely new
universe of seniors who have incomes
up to 150 percent of the Federal pov-
erty level. If that is not bad enough, it
also socks the States with administra-
tive costs of enrolling seniors with in-
comes up to 200 percent of poverty.
Even beyond those costs, this enroll-
ment burden is going to be an adminis-
trative nightmare for the respective
States because of all the different pop-
ulations involved.

At a time—and we know this is true
in at least 456 of the 50 States—when
they are experiencing tremendous
budget pressures, massive new burdens
of this type are the last thing the
States need to have imposed upon them
by the Federal Government. In fact,
last week we heard of the problems of
the State budgets and the problems
States are having with their Medicare
Program, because we voted for addi-
tional fiscal relief just last week. How
ironic it would be if now we were going
to add yet another burden.

Let me point out another problem
with the amendment before us, and
that is the low-income benefit, focus-
ing on the beneficiaries that it serves.
If you earn $1 too much to qualify for
coverage, you get nothing. That is a
cliff, we call it. We try to avoid cliffs.
If we do policy right, we do avoid cliffs.
But this amendment isn’t about policy
that makes sense, this amendment is
about a political statement.

So seniors can find themselves in a
situation where, if they earn $17,720,
they qualify. If they earn an extra $1,
$17,721, they lose drug coverage. So the
Graham amendment sets up disincen-
tives for beneficiaries to work at the
same time as Congress has been trying
to remove the wrong incentives from
the law, and here we are considering a
new disincentive. Once again, the pol-
icy just doesn’t make sense.

Everything I have said so far pertains
to the benefit for the 30 percent or so of
low-income beneficiaries who get solid
coverage under the Graham amend-
ment. Unfortunately, there are another
70 percent out there who get very little
coverage at all. Those 70 percent, in
fact, are the biggest losers of all under
this alternative.

Just how bad is this benefit in the
amendment before us? A senior above
200 percent of poverty with average
drug spending will receive approxi-
mately $6 of assistance every month—
only $6 towards their prescription drug
expenses. For me, $6 a month is hardly
a benefit at all. I would be embarrassed
to go home to Iowans and tell them I
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voted for an amendment that provided
only $6 a month to average bene-
ficiaries.

Why is there so little benefit? Be-
cause for 70 percent of the seniors,
there is no coverage from zero to $3,300
in out-of-pocket spending. A week ago,
the author of this amendment com-
plained about a proposal I put forward
because we had a $250 deductible. Now
we are seeing a $3,300 deductible. Bene-
fits paid by private insurance don’t
even count towards that.

Another problem: Retirees with de-
cent coverage from a union or an em-
ployer do not incur actual drug costs
out of their own pocket above $3,300, so
the Graham benefit provides almost
nothing for them.

I have to sound a sobering note: You
don’t pull the wool over the eyes of
Americans—and seniors in particular.
They don’t appreciate false promises. I
fear Senators who vote for the Graham
amendment will have a lot to answer
for down the road. I won’t be one of
them. I urge my colleagues not to be
one of them either.

We are facing another mostly par-
tisan vote on a mostly partisan bill,
another vote that will fail to get 60
votes and will fail to help our seniors.
Had regular order been followed, had
the Finance Committee been given the
right to work its bipartisan will, we
could be completing action on this
issue. Instead, we are still at a begin-
ning.

The sponsors of the tripartisan bill,
the only bipartisan bill in all of Wash-
ington, DC, to provide comprehensive,
universal coverage, have always been
ready and willing to talk to anyone
about compromises, and we are still in
this mode. We are ready to meet people
any place, any time, anywhere to dis-
cuss this, including members and lead-
ers of the AARP, who somehow got
sucked in today to supporting some-
thing that a week ago they said they
abhorred.

This situation is going to continue to
be the case for us in this group, even
after this morning’s vote. So this vote
is an ongoing, evolving process to get
us a successful product. I have prom-
ised my constituents I will not give up
on this issue. Adding a drug benefit to
Medicare is business that simply can-
not wait another year to cost $100 bil-
lion. Just as the need for prescription
drug coverage in Medicare is not going
to go away, we in the tripartisan group
are not going to go away.

Mrs MURRAY. Mr. President, I rise
today to reluctantly support the Gra-
ham/Smith amendment. I am casting
this vote to move the process forward
so we can get closer to providing sen-
iors and the disabled with the prescrip-
tion drug coverage they need.

I have got to tell you that I am frus-
trated and disappointed that Congress
hasn’t made more progress on this crit-
ical issue. Our seniors deserve better
than the procedural fights we have
seen here in the Senate, and they de-
serve better than the Graham/Smith
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amendment. Today I am voting for this
amendment because it offers best hope
of moving the process forward after so
many delays.

Part of my frustration goes back to
the priorities that were set last year.
Strengthening Medicare should have
been a top priority in Congress. In-
stead, the Republican-controlled House
and Senate moved forward with a $1.25
trillion tax cut. Now we are fighting to
provide a minimal Medicare prescrip-
tion drug benefit that will not cost
more than $400 billion over ten years.
While we have come a long away since
the President’s inadequate $190 billion
proposal at the start of the year, we
still are not where we need to be.

I do want to applaud the efforts of
our leader Senator DASCHLE and Sen-
ator GRAHAM. I know that they share
my goal of a universal, affordable ben-
efit as part of Medicare. Senator GRA-
HAM has worked especially hard on be-
half of our seniors and the disabled.

While this amendment provides some
targeted relief, it falls far short of our
original goal. I supported S. 2625, a uni-
versal, affordable benefit that treated
all seniors the same. Like the Medicare
program, it offered every senior access
to affordable coverage. I was dis-
appointed that we could not secure the
necessary 60 votes on this package. I do
want to point out that S. 2625 did re-
ceive 52 votes, meaning a majority of
my colleagues supported this approach.
Unfortunately, due to procedural bat-
tles and partisan bickering, 52 votes
were not enough.

This amendment does provide imme-
diate assistance to the most needy and
vulnerable. Ensuring that seniors
below 200 percent of poverty receive ac-
cess to affordable coverage is critical
and will offer coverage to a larger num-
ber of seniors and the disabled. In
Washington State, this could mean
that 290,000 Medicare beneficiaries
would be eligible for full coverage with
a nominal copayment and no monthly
premiums. This is a big improvement.
It would ease some of the pressures on
our State Medicaid program, which has
been trying to fill the Medicare gap for
low income beneficiaries.

But, as we all know, income is some-
times not always the best measure-
ment of need. What about those seniors
who earn just $1 over the 200 percent of
poverty threshold? They could have
significantly higher drug costs yet re-
ceive no benefit, until they reach a cat-
astrophic level of $3,300.

In Washington State, this could
mean 428,000 beneficiaries would not be
eligible for the low income assistance.
Yet, these seniors paid the same taxes
and contributed the same percentage of
their income while they were working
to support the Medicare program.

I am pleased this amendment will
offer catastrophic protection to all sen-
iors regardless of income. Targeted re-
lief to those with expensive drug costs
does provide some level of fairness to
the program. Ensuring that seniors
with more than $3,300 in out of pocket
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costs receive relief is a positive im-
provement and will offer some piece of
mind.

This amendment is a good starting
point, but it cannot be the final prod-
uct we offer our seniors. I fear that this
proposal could get worse in conference.
The House-passed bill is nothing but a
false promise of benefits. It is based on
a private insurance model that has all
but failed in most parts of the country.
It would require significant out of
pocket costs for even the low income
and could result in less coverage for
many seniors. It has a huge hole in
coverage and does not offer a seamless
benefit as part of Medicare. It is a
sham, and once it sees the light of day,
seniors will not be fooled.

I am willing to support this amend-
ment with the understanding that this
is only the beginning. This is the foun-
dation for building a real universal
benefit as part of Medicare. This can-
not be the high water mark. I do not
want a final conference report to offer
only targeted limited relief based on a
private insurance model. We cannot
just merge this amendment with the
House-passed bill. Instead, we must
build on both approaches and make sig-
nificant improvements. We must insist
that the final product result in a seam-
less benefit that is part of Medicare
that offers universal, affordable cov-
erage.

I want to make one other point about
our attempts to improve Medicare. As
my colleagues know, I am very con-
cerned about Medicare reimbursement
rates. These rates vary by region and
don’t reflect the true costs of providing
care in many States. I am concerned
that this amendment builds on that
flawed, unfair formula.

In Washington State, the annual per
beneficiary payment from Medicare is
$3,921 while in Louisiana it is as high
as $7,336. Seniors in Washington State
are suffering from this inequity. They
cannot find a doctor to accept new
Medicare patients and are forced to
seek care in overcrowded emergency
rooms. This inequity also puts pro-
viders in Washington State at a dis-
tinct economic disadvantage. Doctors
are leaving my State for other parts of
the country that offer higher Medicare
reimbursements. In some parts of the
country, Medicare payments are so
high they subsidize private insurance
payments. I can tell you that this is
not the case in Washington State.

Unfortunately, the Graham/Smith
amendment would result in some
States receiving much greater cov-
erage than others. Because the benefits
will be targeted to those below 200 per-
cent of poverty, some States will again
receive much more Medicare funding
than other States. In Washington
State, only 40.4 percent of seniors
would be eligible. However, in Lou-
isiana 66 percent would eligible for cov-
erage. As we work to improve Medicare
we should make the program more fair
to all seniors.

I understand that we will not be add-
ing a provider package to this bill. We
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all recognize the need to address the
provider shortfalls. I understand that
the Majority Leader is committed to
taking up a provider package in Sep-
tember. This must be a priority. It does
little good to offer a prescription drug
benefit if seniors cannot find a doctor.
I urge my colleagues to work to ad-
dress the inequities in the Medicare re-
imbursement formula as part of a pro-
vider package. We cannot continue to
increase payments without a fix, as
those at the top continue to receive a
large percentage of the increased dol-
lars.

So I am willing to support the Gra-
ham/Smith amendment as a starting
point for our work on crafting an af-
fordable, universal drug benefit that’s
part of Medicare. It’s clear that we still
have a great deal of work to do. And re-
gardless of the outcome of this vote,
I'm committed to working on this issue
until we have the coverage that seniors
and the disabled need.

Mr. HATCH. Mr. President, my, what
a difference a week makes! Who would
ever think that the Senate would now
be considering a piece-meal,
minimalist Medicare prescription drug
coverage amendment.

Is that what seniors want? I don’t
think so and that is why I want to ex-
press my vehement opposition to the
Graham plan.

Over the past few weeks, we have
heard just about everything under the
sun regarding prescription drug cov-
erage. Some fact, much fiction.

What we need to do now is to sort out
the rumors and false statements and
look just at the facts.

The one undeniable fact where we all
agree is this: the need for Medicare
drug coverage is too great to let it be-
come buried in a political quagmire.

We have all been working hard on
this issue and we must not fail our sen-
iors now by passing a piece-meal Medi-
care prescription drug plan. Appar-
ently, our Democratic Leadership does
not agree. Let’s look at the facts.

We know that the tripartisan bill
will cost $370 billion over 10 years. We
hear that the latest Graham bill will
cost close to $400 billion over 10 years,
but the plan keeps changing so we do
not have a true CBO score. We just re-
ceived the legislative language late
yesterday afternoon and CBO has not
had a change to carefully review the
legislative language.

We know that the tripartisan bill
will provide a comprehensive benefit
package for all seniors. Every single
senior receives comprehensive, guaran-
teed coverage for his or her prescrip-
tions.

We know that the Graham bill does
not provide comprehensive coverage
for all seniors. Under the Graham bill
seniors only receive coverage for drugs
if their incomes are below 200 percent
of the Federal Poverty Level or if they
reach their catastrophic coverage
limit. What happens to middle-income
beneficiaries? My friends, these seniors
are just out of luck.
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We know that the tripartisan bill
will work to push drug costs down
through private sector competition.

We know that the graham bill is
going to have a new, federally-funded,
government-run drug program that has
no cost-saving mechanisms. In my
opinion, a government-run program
will lead us down the dangerous path of
prescription drug price-setting. Look
what has happened to the reimburse-
ment rates of other Medicare providers,
like hospitals and physicians.

The tripartisan bill encourages com-
petition based on quality and cost. The
tripartisan proposal lowers prices for
all drugs without compromising qual-
ity and innovation. The Graham plan
does not.

The tripartisan plan offers choice—a
choice of plans, a choice of medication
and a choice of Medicare coverage
through our enhanced fee-for-service
option. The Graham plan has a one size
fits some proposal.

Our tripartisan plan improves the
Medicare program by taking a global
approach to meet the changing needs of
seniors. The tripartisan bill provides
protection against high hospitalization
costs and offers free preventions bene-
fits. This is what modern health care
demands.

On the other hand, the Graham plan
only provides minimal drug coverage
for a small number of Medicare bene-
ficiaries.

Why should seniors settle for a piece-
meal approach? It just doesn’t make
any sense.

For less than the cost of the Graham
catastrophic plan—or, I think, the cat-
astrophic Graham plan—which would
benefit less than half of seniors, the
tripartisan approach provides com-
prehensive coverage with quality drug
coverage, choice and cost savings for
all Medicare beneficiaries.

A piece-meal approach and last
minute changes to keep the CBO score
down to placate people is the approach
my colleagues on the other side have
taken in putting this bill together. And
it is the wrong approach.

So it is no surprise that is what their
plan has offered—a piecemeal, band-aid
approach to providing drug coverage.

We need to provide Medicare bene-
ficiaries with adequate prescription
drug coverage, this year. We must put
aside our differences and self interests..
Partisan arguments only stand in the
way of Medicare drug legislation being
passed by the Senate.

Let’s start the process of improving
health care for our seniors by passing
quality prescription drug coverage.

Let’s not fail them again by allowing
the piece-meal Graham plan to pass the
Senate. Our Medicare beneficiaries are
depending on us to provide them the
best Medicare prescription drug cov-
erage possible.

My friends, a vote in favor of the
Graham plan does not accomplish this
important goal. Our Medicare bene-
ficiaries deserve better.

I urge my colleagues to vote against
the Graham amendment.
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Mr. HOLLINGS. Mr. President, I rise
today to reluctantly oppose the Gra-
ham-Smith amendment. First of all,
let me commend the distinguished Sen-
ior Senator from Florida for the lead-
ership he has shown throughout the
years to bring a meaningful prescrip-
tion drug benefit to Medicare. Amer-
ica’s senior citizens have no stronger
ally in this body than Senator BOB
GRAHAM. He has worked tirelessly to
provide real relief to Medicare bene-
ficiaries from their prescription drug
costs and I was proud to stand with
him, Senator MILLER, and Senator
KENNEDY last week to try to move
ahead with a real drug benefit. How-
ever, I must oppose this amendment
because it largely neglects the vast
middle-class of senior citizens.

Just yesterday, Secretary Thompson
granted South Carolina a Section 1115
waiver to bring our state’s SilverxCard
program under Medicaid, thereby al-
lowing the program to expand coverage
to seniors with incomes of up to 200
percent of the Federal poverty level.
Thus, the very same seniors that would
receive comprehensive coverage under
the Graham-Smith Amendment can al-
ready receive coverage, albeit more
limited, in South Carolina through
Medicaid or SilverxCard. This amend-
ment would not make one additional
Medicare beneficiary in South Carolina
eligible for prescription drug coverage.
I also have found that affluent seniors
in South Carolina can either afford
supplemental prescription drug cov-
erage on their own or have a plan from
a former employer that contains pre-
scription drug coverage.

Which seniors are left furthest be-
hind in South Carolina? It is the mid-
dle-class, those individuals who spent
their lives working in the textile mills,
manning the assembly line, teaching in
our schools, and tending to our farm-
land. They worked hard, paid taxes
into Medicare, and deserve to receive
the same benefits under Medicare as
anyone else. I cannot in good con-
science vote for an amendment that
tells a senior citizen with an income of
$17,720 that, yes, you receive a real pre-
scription drug benefit and another sen-
ior citizens with an income of $17,721
that, no, you have to spend $3,300 out of
your own pocket before you receive
any assistance. We did this once al-
ready with Medicare. It failed and this
Senator learned that we should not do
it again.

I understand the desire of many of
my colleagues to pass something, any-
thing to help citizens afford their pre-
scription drugs. I talk to the same peo-
ple and receive the same heart-wrench-
ing letters from constituents as they
do. I know their commitment and de-
sire to enact legislation this year is
real and genuine, but I simply cannot
support this approach. All of our sen-
iors deserve comprehensive Medicare
prescription drug coverage.

I still believe that we can reach
agreement before the end of the year
on a real, meaningful benefit for all our

CONGRESSIONAL RECORD — SENATE

seniors and stand ready to work with
my colleagues to make this possible.

Mr. BUNNING. Mr. President, I rise
today to speak briefly about the Gra-
ham-Smith amendment.

The Senate has been debating a pre-
scription drug benefit for Medicare for
the past two and a half weeks. In fact,
Congress has been working on the issue
for years now. Now our colleagues in
the House have passed a proposal. The
Senate needs to do the same.

All along I have supported the efforts
of the Tripartisan group and their ef-
forts to write a common sense Medi-
care prescription drug proposal. I voted
for their bill because I think it targets
relief in a fiscally responsible manner
to those seniors who need it the most.

Unfortunately, I cannot support the
Graham-Smith amendment.

While we all agree that seniors need
help with their prescription drug costs,
this amendment falls short for several
reasons.

First of all, this amendment creates
an ‘‘all or nothing” program for many
seniors. Seniors below 200 percent of
poverty, which is $17,720 for singles and
$23,880 for married couples, will basi-
cally have all of their prescription drug
costs paid for, with only a $2 or $5 co-
pay for drugs.

However, folks who make over 200
percent of poverty, even if it is only by
a small fraction, basically don’t get a
real benefit until catastrophic cov-
erage kicks in at $3,300. Writing this
steep of an income cliff into the law
isn’t fair. We can do better.

The difference between having an in-
come of $17,720 and $17,721 shouldn’t
costs seniors $3,300 in prescription drug
costs. In Kentucky, there are almost
240,000 seniors who have incomes above
this threshold. Under Graham-Smith,
they basically get nothing.

Second, this amendment doesn’t give
us enough bang for our buck. The Con-
gressional Budget Office estimates that
this amendment will cost $390 billion,
which is a heck of a 1ot of money. How-
ever, even if we pass it, we still aren’t
offering a real benefit to all seniors,
like we did with the Tripartisan
amendment.

The Tripartisan proposal would have
cost $370 billion, and all seniors could
have had catastrophic coverage start-
ing at $3,700, along with substantial
help with their prescription drug costs
below that. Even the Hagel Amend-
ment, with a price tag of $295 billion,
limited out of pocket expenses for folks
below 200 percent of poverty at $1,500.

I just don’t understand why we would
want to pay an additional $20 billion or
$95 billion more for a Medicare pre-
scription drug plan that offers fewer
benefits. This means that the Graham-
Smith proposal shortchanges not only
seniors, but the American taxpayer as
well.

America’s seniors need our help, and
the Senate needs to pass a prescription
drug bill. But because the Senate Dem-
ocrat leadership insisted on bypassing
the usual committee process and pro-
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ceeding straight to the Senate floor
with the debate, we have been strug-
gling with a legislative free-for-all
that, in the end, could lead to nothing
passing at all.

When I made my first floor state-
ment on this issue, I warned against
this sort of procedural gimmickry and
its possible consequences. So far we
have voted on three prescription drug
proposals, and only two have earned
more than 50 votes, let alone the 60
that are needed under the budget rules.
If the committee process had been al-
lowed to work its will, I think there is
a much better chance that we could
pass a serious proposal to provide
meaningful relief to seniors.

I can’t support Graham-Smith. It’s a
day late, more than a few dollars too
short and fails to provide real help to
seniors who need it most. I think there
is still a chance, a small one, to pass a
real bill. But the door is about to close
on our seniors yet again. I hope we
don’t let them down.

Mr. CORZINE. Mr. President, I rise
today in strong support of the Graham-
Smith amendment. I believe that this
compromise represents an important
victory for all our Nation’s seniors, and
particularly for seniors in my State of
New Jersey.

Let me be frank: this is not the pro-
posal I would have preferred and is not
the proposal I have talked about with
my constituents for the last few years.
I have gone around New Jersey and
have heard from my constituents about
how they struggle to deal with rising
drug prices, how they fear being bank-
rupted in their last years, and how
they worry about burdening their fami-
lies. That is why I strongly support a
comprehensive Medicare benefit, and
that is why I supported the Graham-
Miller-Kennedy-Corzine amendment
last week.

But, I am also a pragmatist, and I
know that the Graham-Smith amend-
ment is a good and necessary start,
upon which we can build. It will pro-
vide critical relief to the neediest of
seniors, and provides comfort to all
seniors that castatrophic drug costs
will not ruin them. And I know that if
we can get this enacted, next year I
will be back here fighting to expand its
reach.

The Graham-Smith amendment will
ensure that no senior spends more than
$3,300 to buy their prescription drugs.
It also provides comprehensive cov-
erage to our Nation’s neediest seniors,
those with incomes up to 200 percent of
the federal poverty level. In addition,
it provides a thirty to forty percent
discount on prescription drugs for all
seniors. At a cost of $390 billion over
ten years, the Graham-Smith amend-
ment will guarantee all seniors much-
needed prescription drug coverage at a
reasonable price.

My State of New Jersey and many
other States around the Nation have
responded to the glaring need for pre-
scription drug coverage for our Na-
tion’s seniors by creating state phar-
macy benefit programs. In New Jersey,
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we have the PAAD and Senior Gold
programs. The PAAD program cur-
rently provides comprehensive drug
coverage to seniors up to 220 percent of
the Federal poverty line, and the Sen-
ior Gold program provides more lim-
ited coverage to certain higher income
seniors.

I am pleased that the Graham-Smith
amendment preserves and reinforces
State pharmacy benefit plans like New
Jersey’s. I worked with Senators GRA-
HAM and SMITH to ensure that the
amendment enables States with pre-
scription drug programs to wrap their
programs around the Medicare pre-
scription drug benefit, to create more
generous and more extensive benefits
for all seniors. This is a crucial provi-
sion that will enable New Jersey, Penn-
sylvania, New York, Minnesota and the
other 20 States that have State-funded
prescription drug programs to expand
and supplement their existing pro-
grams.

I also worked with Senators GRAHAM
and SMITH to ensure that state phar-
macy program spending counts toward
a beneficiary’s out of pocket limit.
This will ensure that New Jersey sen-
iors reach -catastrophic coverage as
quickly as possible. I want to thank
Senators GRAHAM and SMITH for their
assistance with these provisions.

Let me outline how the Graham-
Smith amendment would benefit New
Jersey seniors: 1,189,000 New Jersey
senior citizens and disabled Medicare
beneficiaries would be eligible for cov-
erage under the Graham-Smith plan;
568,000 Medicare beneficiaries, 48 per-
cent, would be eligible for low-income
assistance and will receive all needed
drugs in return for nominal copay-
ments; 621,000 senior citizens and dis-
abled Medicare beneficiaries, 52 per-
cent, who are not eligible for special
low-income assistance would benefit
from discounts of 25-30 percent on each
prescription.

I know many of my colleagues have
raised concerns that this amendment
does not provide comprehensive cov-
erage for all seniors. But the basic fact
is that this amendment provides pre-
scription drug insurance for all our na-
tion’s seniors and disabled. It provides
a thirty to forty percent discount on
prescription drugs for all Medicare
beneficiaries and would provide full
prescription drug coverage to every
Medicare beneficiary who spends at
least $3,300 per year for their prescrip-
tion drugs.

The Congressional Budget Office has
estimated that by 2005, the year that
this amendment would take effect, at
least half of all Medicare beneficiaries
will have annual prescription drug ex-
penditures that exceed $4,000.

And, don’t forget that the eighteen
million Medicare beneficiaries with in-
comes below 200 percent of poverty
would receive all the prescription drugs
they need, for a small copayment of $2
for generics and $5 for brand name
drugs.

At a time in which this Congress has
voted to give billions of dollars in tax
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breaks to the wealthiest people in our
country, it is wrong and hypocritical
to tell seniors that we simply don’t
have the funds or the will to pass an
amendment that will provide them ac-
cess to affordable, essential medicines.

Mrs. FEINSTEIN. Mr. President, I
rise today in support of the amendment
offered by Senators GRAHAM and SMITH
to add a prescription drug benefit to
the Medicare program for low-income
beneficiaries and those with high drug
costs.

The amendment offered today is built
on consensus and compromise, and is
the product of weeks of extensive dis-
cussion. I believe in its final form, this
amendment strikes a balance between
the Senate’s proper exercise of fiscal
responsibility and the need to expand
and update the Medicare program to
include some help with the high costs
of prescription drugs for today’s 40 mil-
lion Medicare beneficiaries.

I want to thank my good friend, Sen-
ator LINCOLN CHAFEE, for his commit-
ment to getting prescription drugs to
those in our society who are the sick-
est and the poorest. I have been work-
ing with him since the end of June in
developing a cost effective alternative
that would get prescription drugs to
the lowest income and the sickest in
our society immediately.

I believe that the Graham-Smith
amendment we are debating today ad-
dresses my major concern which is to
provide low-income individuals in our
society with access to a full, prescrip-
tion drug benefit at low cost.

I am pleased that others in the Sen-
ate agree with me that at a minium we
should provide a comprehensive benefit
to those individuals in our commu-
nities who are making daily decisions
about eating or paying rent and buying
their necessary, life-saving prescrip-
tion drugs.

The prescription drug benefit created
by this amendment includes three im-
portant components.

First, this amendment creates a vol-
untary, low-income benefit so that sen-
iors would no longer be forced to con-
tinue making decisions between food or
medicine. Under this plan, bene-
ficiaries would pay no premium, no an-
nual fee, and no deductible. Their only
cost would be a nominal copay of $2 for
a generic drug and $5 for a brand name
drug.

I believe the assurance that over 18
million Medicare beneficiaries, 47 per-
cent of all Medicare beneficiaries, with
incomes below $17,720, 200 percent of
the Federal poverty level, would have
access to needed prescription drugs at
a nominal cost is the most important
component of this proposal.

For California, this means that 1.8
million senior citizens and disabled
Medicare beneficiaries, 49 percent, with
incomes below $17,720 for an individual
and $23,880 for a couple would have im-
mediate access to all needed drugs.

Second, this amendment would pro-
vide all 40 million Medicare bene-
ficiaries with access to catastrophic
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coverage. For a simple cost of $25 a
year for those with incomes above
$17,720, every beneficiary would have
the assurance that once out-of-pocket
spending for prescription drugs exceeds
$3,300, a copayment of $10 would pro-
vide them with access to full coverage
at no additional cost to them.

Beneficiaries with incomes below
$17,720 would not be responsible for the
$10 copay. Low-income individuals
would receive this benefit at no cost.

Third, this amendment provides the
14 million Medicare beneficiaries, 35
percent, making over $17,720 with ac-
cess to discounts of about 25 percent on
each prescription. For an annual fee of
$25, these beneficiaries would have ac-
cess to the federal negotiated rate and
would receive a 5 percent government
subsidy in addition on each prescrip-
tion they purchase.

In California, this means an addi-
tional 1.9 million senior citizens and
disabled Medicare beneficiaries, 51 per-
cent, who are not eligible for low-in-
come assistance would benefit from
discounts of 25-30 percent on each pre-
scription.

By providing coverage to low-income
individuals and those with high drug
bills, this proposal meets the most fun-
damental needs of our nation’s senior
citizens and disabled.

Passing this amendment is timely.
On a daily basis, my office hears from
California’s seniors about the financial
constraints they face which often pro-
hibits them from buying necessary
medication.

I recently heard from Helen Cecil, a
senior citizen from Paramount, CA on
this issue. She lives on a fixed monthly
income of $1,000. Her rent is $421 a
month, and she spends $150 a month on
her prescriptions to treat high choles-
terol, hypertension and arthritis. In
total, Helen spends $1,800 annually on
medication. She admits to having only
one option: She must cut down on food
in order to buy her medications.

Under the Graham-Smith amend-
ment, Helen would pay no monthly pre-
mium and no deductible. She would
only pay $2 per prescription for generic
drugs. Assuming she purchases generic
drugs, her monthly bill of $150 for three
medications to treat her chronic health
conditions would drop to approxi-
mately $6. Helen saves about $142
monthly. This is money she can use to
buy groceries.

For the millions of Medicare bene-
ficiaries that face the same predica-
ment as Helen Cecil, I believe the gov-
ernment has a responsibility to see
that they are not forced to choose be-
tween buying food and buying medica-
tions. Quite frankly, it is hard to think
that in the richest nation on earth, we
have allowed a situation to evolve
where so many of our elderly must
make such a choice.

I am hopeful that the Senate won’t
fail our Nation’s sickest, poorest and
most frail.

In the hopes of breaking the gridlock
of this debate, and with the need to



July 31, 2002

pass legislation that meets both the
budgetary restrictions of these uncer-
tain times and the needs of our na-
tion’s low-income seniors, I urge my
colleagues to support the Graham-
Smith amendment.

Mr. LEVIN. Mr. President, I will sup-
port the Graham-Smith amendment.
However, I would have preferred a pre-
scription drug benefit added to Medi-
care, like the Medicare Outpatient Pre-
scription Drug Act of 2002, commonly
referred to as the Graham-Miller pro-
posal. The Graham-Miller amendment
would have provided a comprehensive,
voluntary, affordable and reliable pre-
scription drug benefit to Medicare
beneficiaries. I voted for the Graham-
Miller amendment, which was sup-
ported by a majority of the U.S. Senate
in a vote last week. Unfortunately, the
proposal required 60 votes and subse-
quently failed.

On balance, I will support the Gra-
ham-Smith compromise, even though I
have some reservations. The bill has
three major points. First, the Graham-
Smith amendment provides all Medi-
care beneficiaries access to a prescrip-
tion drug card which allows Medicare
beneficiaries to pool their purchasing
power and receive drug discounts of up
to 35 percent. The Federal Government
would add an additional 5 percent sub-
sidy to any negotiated price. Second,
low-income beneficiaries would receive
full drug coverage—paying only a
nominal copayment for their drugs.
Third, ‘‘catastrophic coverage’” would
be available to Medicare beneficiaries
so that someone doesn’t have to spend
more than $3,300 in out-of-pocket ex-
penses on prescription drugs. After
that, a beneficiary would only pay a $10
copayment for each prescription drug.

However, I do have a number of res-
ervations about the Graham-Smith
proposal. First, a prescription drug
card is no substitute for adding a pre-
scription drug benefit to the Medicare
Program. I am a strong advocate of
making prescriptions drugs an entitle-
ment for every Medicare beneficiary
who wants it. A prescription drug card
can be uncertain, relying on a possible
negotiated benefit that might not ma-
terialize and is no substitute for a
guaranteed prescription drug benefit. I
am also opposed to a means test for
Medicare. Medicare’s beneficiaries re-
ceive services because they have paid
into the system their entire working
lives. It is unfair for Medicare bene-
ficiaries to receive different benefits
based on their respective incomes. This
sends the wrong message to our Na-
tion’s 40 million Medicare beneficiaries
who rely on its stability and its appli-
cation to all eligible seniors.

So, with reservation, I will be sup-
porting the Graham-Smith proposal as
the Senate’s best chance to pass a
Medicare prescription drug benefit this
year, and I urge my colleagues to do
the same.

Mr. REED. Mr. President, I would
like to take a few minutes to share
with my colleagues my thoughts about
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the Graham-Smith amendment that
the Senate will be voting on shortly. I
have to say that the proposal currently
before us is a far cry from what I have
previously supported and certainly no
where near what I had hoped for in
terms of a Medicare prescription drug
benefit.

Indeed, this is not the benefit we ul-
timately should enact and, more im-
portantly, this is not the benefit our
seniors deserve. At best, the Graham-
Smith proposal provides a universal
catastrophic benefit to those seniors
with the highest prescription drug
costs and it will aid those States that
do not already have a State-based pre-
scription drug benefit. These conces-
sions, offered in a spirit of compromise
and bipartisanship, limit the effect and
reach of this bill. Chief among these
concessions has been cost. That con-
straint on resources is driven predomi-
nately by the passage of the Presi-
dent’s tax plan, which leaves us with
resources that are only sufficient to
meet the needs of low-income seniors
and those who spend over $3,300 out of
their own pocket.

Nevertheless, the proposal does start
us on the road to a universal, vol-
untary benefit for our Nation’s elderly
and disabled population by offering a
comprehensive benefit for those living
below 200 percent of the Federal pov-
erty level. According to estimates,
nearly half of the Medicare bene-
ficiaries in Rhode Island would be eligi-
ble for the fully subsidized Federal pre-
scription drug benefit. In addition, the
amendment provides catastrophic cov-
erage for drug costs above $3,300. And,
contrary to other proposals, these ben-
efits would be provided in the same
manner that seniors receive all other
health care benefits: through Medicare.

There are however several areas
where 1 feel this amendment falls
short.

First, seniors above 200 percent of
poverty would receive, for a nominal
annual enrollement fee, a discount card
that would provide an automatic 5 per-
cent Federal subsidy for all drug costs
and additional savings that are ex-
pected to be captured through the ne-
gotiation of lower drug prices from the
manufacturers. However, questions
have been raised recently as to the ef-
fectiveness of prescription benefit man-
agers, or PBMs, to achieve the best
price for their subscribers. I believe
that the potential benefits and draw-
backs of PBMs on such a large scale
have not been thoroughly explored, nor
has the question of whether PBMs are
a reliable mechanism to achieve lower
drug prices been answered. I am also
concerned about having a discount card
as the sole source of coverage for bene-
ficiaries above a certain income level
because I believe it deviates from the
basic tenents of the Medicare program
and may not provide the kind of assist-
ance seniors and disabled persons with
substantial drug costs might need.

Second, there is no requirement that
States with existing pharmaceutical
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assistance programs for low-income
seniors, like my home State of Rhode
Island, maintain their commitment to
this particularly vulnerable popu-
lation. I believe that the Graham-
Smith amendment would have a much
greater impact if it acknowledged and
rewarded the ongoing efforts in many
States and encouraged them to work as
partners with the Federal Government
to build a far-reaching prescription
drug benefit that would offer more ro-
bust assistance to many more of our el-
derly and disabled than the Federal
Government can currently achieve on
its own.

While I understand that many of our
States are facing dire budgetary situa-
tions, I believe our commitment to pro-
viding struggling States the temporary
support they need has been dem-
onstrated through the Rockefeller-Col-
lins-Nelson amendment which passed
the Senate by an overwhelming margin
last week. I am disappointed that the
Graham-Smith amendment does not
take the role of the States into more
serious consideration. If the proposal is
enacted, I hope to work with my col-
leagues to strengthen the State’s role
in this program.

The plan that I cosponsored and sup-
ported, the Graham-Miller-Kennedy
amendment, was the only true Medi-
care prescription drug proposal to be
presented to the Senate. It is the only
one that would have created a guaran-
teed, univeral benefit for all Medicare
beneficiaries, regardless of income. In
terms of the benefit structure, it re-
quired a modest monthly premium and
reasonable co-payment for prescrip-
tions. However, this benefit was
deemed to be too costly by many of our
Republican colleagues given the cur-
rent Federal budget deficits. I would
argue that we might be in a different
position if we had not enacted a major
tax cut bill last year.

Nevertheless, my colleague, Senator
GRAHAM, has tirelessly worked to craft
a scaled-back benefit proposal that is
modeled after the Ensign-Hagel amend-
ment and would seem to meet the chief
concern of my Republican colleagues
and should garner their support. I com-
mend Senator GRAHAM and others for
their efforts on this critical issue and I
intend to support his amendment in
the spirit of compromise and moving
this debate forward. The Graham-
Smith amendment is certainly not the
end of the road in terms of the pre-
scription drug issue, it is only the be-
ginning. If Congress is going to have a
serious chance of getting a Medicare
prescription drug bill to the Presi-
dent’s desk this year, we must take ac-
tion now. I hope my colleagues will fol-
low the lead of our colleagues, Sen-
ators GRAHAM and SMITH, and work to-
wards the enactment of a Medicare pre-
scription drug benefit.

Mr. LEVIN. Mr. President, I will sup-
port the Graham-Smith amendment.
However, I would have preferred a pre-
scription drug benefit added to Medi-
care, like the Medicare Outpatient Pre-
scription Drug Act of 2002, commonly
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referred to as the ‘‘Graham-Miller pro-
posal.” The Graham-Miller amendment
would have provided a comprehensive,
voluntary, affordable and reliable pre-
scription drug benefit to Medicare
beneficiaries. I voted for the Graham-
Miller amendment, which was sup-
ported by a majority of the United
States Senate in a vote last week. Un-
fortunately, the proposal required
sixty votes and subsequently failed.

On balance, I will support the Gra-
ham-Smith compromise, even though I
have some reservations. The bill has
three major points. First, the Graham-
Smith amendment provides all Medi-
care beneficiaries access to a prescrip-
tion drug card which allows Medicare
beneficiaries to pool their purchasing
power and receive drug discounts of up
to 35 percent. The Federal Government
would add an additional 5 percent sub-
sidy to any negotiated price. Second,
low-income beneficiaries would receive
full drug coverage—paying only a
nominal copayment for their drugs.
Third, ‘‘catastrophic coverage’ would
be available to Medicare beneficiaries
so that someone doesn’t have to spend
more than $3,300 in out-of-pocket ex-
penses on prescription drugs. After
that, a beneficiary would only pay a $10
copayment for each prescription drug.

However, I do have a number of res-
ervations about the Graham-Smith
proposal. First, a prescription drug
card is no substitute for adding a pre-
scription drug benefit to the Medicare
Program. I am a strong advocate of
making prescriptions drugs an entitle-
ment for every Medicare beneficiary
who wants it. A prescription drug card
can be uncertain, relying on a possible
negotiated benefit that might not ma-
terialize and is no substitute for a
guaranteed prescription drug benefit. I
am also opposed to a means test for
Medicare. Medicare’s beneficiaries re-
ceive services because they have paid
into the system their entire working
lives. It is unfair for Medicare bene-
ficiaries to receive different benefits
based on their respective incomes. This
sends the wrong message to our Na-
tion’s 40 million Medicare beneficiaries
who rely on its stability and its appli-
cation to all eligible seniors.

So, with reservation, I will be sup-
porting the Graham-Smith proposal as
the Senate’s best chance to pass a
Medicare prescription drug benefit this
year and I urge my colleagues to do the
same.

The PRESIDING OFFICER. Who
yields time?

Mr. KENNEDY. How much time re-
mains, Mr. President?

The PRESIDING OFFICER. The Sen-
ator from Massachusetts has 22% min-
utes. The Senator from Tennessee has 5
minutes.

Mr. KENNEDY. Mr. President, I yield
18 minutes to the Senator from Flor-
ida.

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

Mr. GRAHAM. Mr. President, we
have a very simple message this morn-

CONGRESSIONAL RECORD — SENATE

ing. America’s seniors now, for 37 years
and 1 day—since 37 years ago yesterday
was the day Lyndon Johnson signed
the Medicare legislation into law—
have been waiting for prescription drug
coverage. It was a minor amount of
their expenditures in 1965. On average,
it was $65 a year. It is a staggering
amount for seniors today—over $2,100 a
year, on average.

Today is the day that there are no
more excuses for delay. There is no
credible reason to vote against the mo-
tion to waive the Budget Act so that
the Senate can then consider an afford-
able, bipartisan prescription drug pro-
posal, and all of the modifications,
amendments, and other alternatives
that others might wish to propose.

There have been a number of objec-
tions raised to our proposal—some of
them last week—being contradictory
to the same provisions or modifications
that are in our current bill, and some
new issues were raised this morning.
Let me briefly comment.

Last week, we heard that the pre-
scription drug bill we had offered was
too expensive, at an estimated cost of
$594 billion for 10 years. We were told:
we cannot support anything that is
above $400 billion. So we went to work.
We rolled up our sleeves, and we made
a number of changes, and we have got-
ten the cost under $400 billion. In fact,
the Congressional Budget Office states
that in conjunction with the generic
drug bill—on which our Presiding Offi-
cer has provided such leadership—the
cost of our bill now will be $382 billion.
So we have met the desire to have a
less costly proposal.

Now we are getting the other argu-
ment, that because it is less costly, it
is not sufficiently comprehensive. Let
me explain what this bill will provide,
first, for all senior Americans. In my
opinion, the most important thing it
will provide is peace of mind. If you are
a relatively well American in the early
seventies, you have prescription drug
costs you can manage. The problem is
that you never know whether a day
from now you might not suffer from
some catastrophic event, such as a
heart attack, or be found to have a
chronic disease such as diabetes, which
will suddenly escalate your prescrip-
tion drug cost, potentially threatening
the economic security of your retire-
ment.

This legislation will provide the
peace of mind that will give you the as-
surance that, once having spent $3,300,
you will get full coverage, but for a $10
per prescription copayment. That is a
benefit of real value, which is available
to all American seniors. The cost is $25
a year as an enrollment fee. There
could be no greater bargain in the in-
surance market than to be able to buy
the peace of mind of this catastrophic
coverage for $25 a year.

That is not all of the benefits that
will be available to all senior Ameri-
cans. Because we are going to have 40
million Americans with a champion,
called a pharmacy benefit manager, ne-
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gotiating with the pharmaceutical
companies to get the best discounted
prices, Families U.S.A., the Chain
Drugstore Association, and the U.S.
Department of Health and Human
Services have all stated that, under our
legislation, they estimate that these
organizations would be able to nego-
tiate discounted prices in the range of
15 to 25 percent. That will be available
to all seniors.

In addition to that, we are going to
provide that there will be a 5-percent
Federal supplement on top of whatever
the discounted amount is. So there will
be real benefits for all Americans.

But we did have to make some dif-
ficult choices when we reduced the size
of this program by over $200 billion.
One of those decisions was that we
would focus our effort on those who
had the largest prescription drug bills
through a catastrophic program that
would be available to all, and we would
focus on those who were the neediest
Americans and, therefore, had the
greatest difficulty paying their pre-
scription drug costs.

This business of life is a business of
making choices, and we decided that
those were the two groups that should
get the most attention under the be-
ginnings of a Medicare effort to provide
prescription drug benefits.

I might say that this is very con-
sistent with what President George
Bush said as ‘‘candidate’ George Bush
when he emphasized that he thought a
prescription drug benefit was a priority
for the Nation and that the priority
within the priority was providing pre-
scription drug coverage for those who
were most in need. That is what we
have done.

For those persons who are under 200
percent of poverty—which today is 38
percent of America’s 40 million Medi-
care eligibles—this will provide a very
significant benefit; and with no pre-
miums, with no deductibles, they will
have access to prescription drugs for a
copayment of $2 for generic drugs and
$5 for brand name drugs. This will pro-
vide for the millions of senior Ameri-
cans who are the most likely not to
have any other source of assistance—
they didn’t work for an employer who
provided retiree prescription drug ben-
efits or they cannot afford a Medigap
policy. This is the group of Americans
who are at greatest need, and they will
get the greatest assistance.

There have been some other argu-
ments raised today about the plan we
are proposing. It has been suggested
that there will be massive costs to the
States as a result of this plan. Let me
read you a statement we have just re-
ceived from the Congressional Budget
Office. It states:

This plan will have almost no effect—

I would like my colleagues on the
other side of the aisle to listen to this
Congressional Budget Office release.

This plan will have almost no effect on
State spending and will have savings to
States when combined with the underlying
generic bill. There will also be savings for
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States that have their own State-funded
drug programs. State savings come from the
Federal Government paying all of the cata-
strophic benefits which are now paid by the
State, as well as 5 percent of each bene-
ficiary’s drug cost, which is not subject to a
match.

This is not a new idea. We have a pro-
gram that has been in place for several
years called the QMBs and SLMBs pro-
gram. Don’t ask me what the acronyms
fully stand for, other than that they
provide Medicare assistance to pay pre-
miums, deductibles, and coinsurance
for low-income Americans who are still
above the Medicaid level. That has not
proven to be an unmanageable program
for State-Federal cooperation, and nei-
ther will this.

It has also been stated that previous
employers will drop the insurance cov-
erage of their retirees if we adopt this
legislation. Quite to the contrary. The
Congressional Budget Office, again, has
stated that with our plan there would
be no employer dropping of coverage,
whereas with the plan that has been
proposed by our colleagues on the Re-
publican side, the same CBO estimates
that up to one-third of the employers
would drop prescription drug coverage.

The issue today, frankly, is not any
of the questions that have been raised
in opposition to the thoughtful pro-
posal that is the result of real com-
promise between Democrats and Re-
publicans, a true bipartisan outreach.
On many provisions of this bill, we
have adopted language verbatim from
legislation that was introduced last
week by, for instance, Senators HAGEL
and ENSIGN. Senator GORDON SMITH has
worked in the highest standards of co-
operation and collaboration to give
this Senate an opportunity to vote on a
solid, significant prescription drug ben-
efit.

What we are going to vote on in a few
minutes is a motion to waive the Budg-
et Act. How ironic. We have a Budget
Act, which is 18 months old, that says
the maximum amount we can spend on
prescription drugs is $300 billion over 10
years.

Both the Republican plan and the
Democratic plan are above $300 billion,
a clear recognition that people who
have looked at what will be required to
provide a prescription drug benefit
have come to the same conclusion: we
cannot provide a meaningful, respon-
sible benefit to senior Americans for
$300 billion.

We are going to have an opportunity
to vote to waive the Budget Act so we
can then consider what would be a re-
sponsible prescription drug benefit, but
unless we get 60 votes to waive the
Budget Act, we will never get to the
substance of this issue.

I urge my colleagues to focus on the
question that is before us: Should we
maintain a slavish commitment to an
18-month-old number that both Repub-
licans and Democrats have clearly in-
dicated is inappropriate or should we
waive the Budget Act and have an op-
portunity to have a full, substantive
debate on prescription drugs?
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There have been some who said this
is not the last time; that we can come
back maybe in September or October,
or some time in 2002, and act upon this.
I admire their optimism, but as a prag-
matist, I question the practical reality.
In addition to the difficulty of passing
legislation through the Senate, we
know that we have to go to conference
with the House, and the House is likely
to have significantly different provi-
sions, including different priorities in
terms of where to place emphasis in a
senior prescription drug plan for Medi-
care than the Senate will have.

If we waste the month of August,
which would be an opportunity for seri-
ous consultation between the House
and the Senate, in hopes that in Sep-
tember we can arrive at a compromise
that can be voted by the Congress and
then signed into law by the President,
we will have missed our greatest oppor-
tunity to achieve this long-sought goal
of senior Americans.

The real issue today is, we have a
choice of saying, yes, we want to con-
tinue, we want to have the opportunity
to develop a prescription drug benefit
or we want to say no, that we are pre-
pared to accept the status quo—an-
other year in which senior Americans
will be denied Medicare assistance in
purchasing their prescription drugs,
the fastest rising cost element in the
typical health care budget of senior
Americans.

Mr. President, I urge my colleagues
today to vote yes to waive the Budget
Act and then vote yes to continue a se-
rious, substantive debate on the issues
involved in providing our senior citi-
zens access to a meaningful prescrip-
tion drug benefit.

I would not like this debate to end in
the ashes of a vote that says we are
going to put a greater value on the
homage to an archaic budget number,
which nobody today is advocating as
being adequate to meet the needs of
senior Americans.

That is the issue: Do we say yes to
the opportunity or do we say no to fur-
ther gridlock and denial of this critical
element of a modern health care pro-
gram?

I thank the Chair.

The PRESIDING OFFICER. Who
yields time?

Mr. KENNEDY. Mr. President, how
much time remains on our side?

The PRESIDING OFFICER. The Sen-
ator from Massachusetts has 6 minutes
45 seconds.

Mr. KENNEDY. I yield 2 minutes to
the Senator from Michigan.

The PRESIDING OFFICER. The Sen-
ator from Michigan.

Ms. STABENOW. I thank the Chair.
Mr. President, this is it today. We have
a very real choice to make. I believe it
boils down to this: The drug companies
of America like the system the way it
is today. They want nothing to happen.
The seniors of America are counting on
us to stand up and do the right thing:
Not privatizing Medicare with a pri-
vate plan that sets up insurance HMOs
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which, by the way, was written in the
House in part by the drug companies
knowing that this is the approach that
is least likely to lower prices but, rath-
er, protecting, preserving, and modern-
izing Medicare.

This is a bipartisan effort. I com-
mend colleagues on both sides of the
aisle who have stepped up to say we are
going to make a downpayment on mod-
ernizing Medicare to cover prescription
drugs. That is what this is. Everyone
gets help. Everyone’s prices go down.
And for those who need it the most,
those who are the sickest, they will, in
fact, receive comprehensive coverage.
No premium. No deductible. They will
get the help they need.

I am proud to stand today with my
colleagues, Senator GRAHAM, Senator
SMITH, and others on both sides of the
aisle who have put this together with
AARP and with the senior groups in
America to say the time has come. The
time has come for us to place this
downpayment on modernizing Medi-
care and move forward until we com-
pletely provide comprehensive Medi-
care coverage for all seniors and the
disabled in this country.

I cannot imagine why we would not
want to keep this process going to get
the bill in front of us. It can always be
fine tuned. We can continue to work
together. But today is yes or no on
whether we proceed to help the seniors
of America and stand with them. Stop
talking about it; let’s act together and
let the seniors know that we are will-
ing to provide the leadership nec-
essary—all of us together—to get this
done. I thank the Chair.

The PRESIDING OFFICER. The Sen-
ator’s time has expired.

Who yields time?

Mr. FRIST. Mr. President, I yield 2%
minutes to the Senator from OKla-
homa.

The PRESIDING OFFICER. The Sen-
ator from Oklahoma.

Mr. NICKLES. Mr. President, I urge
my colleagues not to waive the Budget
Act with respect to the point of order
for a lot of different reasons. One, I
wish we had a budget. Somebody said
we could have passed a budget. Maybe
the Budget Committee was going to
pass a higher number.

Unfortunately, this is the first time
since 1974 that we have not had a budg-
et pass the Senate. Maybe one of the
most fiscally irresponsible things we
have not done is not pass a budget. We
are still under the constraints of last
year’s budget.

Last year, we overwhelmingly passed
a budget and set up $200 billion, $300
billion, and it was passed by the Fi-
nance Committee. Really what we
should do is direct the Finance Com-
mittee to pass a bipartisan bill.

I looked at the last 22 years, and the
Finance Committee has dealt with
major Medicare and Medicaid reforms,
every one of which passed with bipar-
tisan support except one. Only once did
we bypass the committee.

Unfortunately, the Democrat leader-
ship said: We are not going to go
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through the Finance Committee be-
cause we think it will report out some-
thing we do not like. So they came up
with a partisan bill, and we are playing
ping-pong.

I looked at the amendment we are
considering right now. It is 102 pages.
It was still warm off the press, and no-
body on this side, with one exception
maybe, had seen this amendment be-
fore it was offered yesterday.

This is the most important expensive
expansion of Medicare in its history,
and we find out that most of the expan-
sion is not in Medicare but Medicaid,
and the cost to States is in the billions
of unfunded mandates to the States be-
cause we did not just expand Medicare,
we expanded Medicaid, and we are tell-
ing the States they are going to have
to come up with matches to provide
this brand new free benefit. Thirty-one
States are going to have to pay for half
of this new benefit. There is an in-
crease in S-CHIP match, a 100-percent
match for some, but 31 States have a
T4-percent match. They have to go up
to 120 percent.

All of that is on the States, or at
least their matching portion. The esti-
mated cost of unfunded mandates is $70
billion.

We have not had a hearing. We have
not had a markup. This may be a clas-
sic example of the best way not to
mark up legislation that is this impor-
tant.

Let us step back a little bit. Let us
work with the Finance Committee. Let
us work in a bipartisan way. We can
certainly get that done. We have the
month of August and part of Sep-
tember. We can report a positive bipar-
tisan bill that can become law. What is
before us, unfortunately, is well short
of that goal.

The PRESIDING OFFICER. The Sen-
ator has used 22 minutes.

The Senator from Massachusetts.

Mr. KENNEDY. I understand there
are 42 minutes remaining.

Mr. SCHUMER. There are 4 minutes
11 seconds.

Mr. KENNEDY. I yield 2 minutes to
the Senator from North Carolina.

Mr. EDWARDS. Mr. President, I hope
the Senate, given this opportunity, will
do something about providing a drug
benefit for all those Americans who
desperately need it. This is obviously a
compromise, but great work has gone
into this effort and it is important we
do something for all those people who
need help.

I want to say a word about the under-
lying bill because while we are pro-
viding the prescription drug benefit, we
need to make that benefit affordable,
No. 1, and, No. 2, we need to do some-
thing about the cost of prescription
drugs in this country.

The Presiding Officer, Senator SCHU-
MER, led the way, along with Senator
MCcCAIN, in doing something about the
cost of prescription drugs in this coun-
try in getting generic drugs on to the
marketplace, providing competition,
and bringing down the costs for all
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Americans. In the HELP Committee,
Senator COLLINS and I, working with
Senator SCHUMER and Senator MCCAIN,
built on that work that had already
been done and provided a way to deal
with the problem of brand name drug
companies abusing the patent process
to keep generics out of the market-
place.

What was happening was this: Brand
name companies were filing frivolous
patents. The result of filing those friv-
olous patents is the generics were not
able to get into the marketplace. The
brand names used the litigation proc-
ess to keep generics out of the market-
place. What this underlying legislation
does is to close those loopholes. It pro-
vides specifically for a mechanism to
eliminate the use of frivolous patents
to, in fact, give brand name companies
protection when they have a real, new,
creative, and innovative product, but
at the same time it eliminates the pat-
ent and litigation abuses that have
been occurring. It eliminates things
such as brand name companies getting
a patent on putting their pills in a
brown bottle. Those are the kinds of
abuses that have been occurring. In the
past, they have Kkept generics out of
the marketplace.

What the underlying legislation will
do is it will save $60 billion for Amer-
ican consumers over the next 10 years.
It is critically important that we do
this drug benefit, but it is also criti-
cally important that we do something
about the cost of prescription drugs for
all Americans.

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

The Senator from Massachusetts.

Mr. KENNEDY. Five years ago, the
first prescription drug legislation was
introduced in the Senate. We have
waited and the seniors have waited 5
years to see whether the Senate of the
United States was going to take ac-
tion. Under the leadership of Senator
DASCHLE, we have the opportunity to
do that. That is because the Demo-
cratic leader said so.

A week ago, the Republicans said no
to the comprehensive program that
was introduced by Senator GRAHAM and
Senator MILLER that would have pro-
vided the comprehensive approach
about which so many have talked.

I have listened to my friends on the
other side of the aisle. They are using
a favorite technique. That is to mis-
represent and distort what is before the
Senate, and then differ with it.

Senator GRAHAM has given the facts
on this program. The basic issue before
the Senate now, in the next few min-
utes, is whether we consider prescrip-
tion drugs a priority for our senior citi-
zens. If we vote with Senator GRAHAM
and Senator SMITH, we are saying they
are a priority.

This bill is not going to solve all the
problems, but it is a downpayment. It
is a downpayment on those prescrip-
tion drugs. Every one of us who is
going to support that position is com-
mitted to coming back next year and
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the year after to make sure we have
the comprehensive issue. That is what
is before the Senate: Do we take the
problems of our senior citizens seri-
ously or are we going to get behind
some kind of facade and say let us put
it off for another day?

Seniors have listened to that every
single year since the time we passed
Medicare in 1965. Now is the time to do
something about it. This is a downpay-
ment on prescription drugs, and I think
it is time the Senate take that action,
and take it today.

I understand our time is up.

The PRESIDING OFFICER (Mr. NEL-
SON of Nebraska). The Senator from
Tennessee controls 2% minutes.

Mr. FRIST. Mr. President, we are
about to vote on an amendment that
very clearly costs more and covers
fewer people than the tripartisan bill
we debated last week.

I yield the remainder of our time to
one of the sponsors of that tripartisan,
more comprehensive plan that seniors
deserve better than the underlying bill
on which we are about to vote.

I yield the remainder of our time to
the Senator from Louisiana.

The PRESIDING OFFICER. The Sen-
ator from Louisiana.

Mr. BREAUX. I thank the Senator
from Tennessee for yielding.

Mr. President, now is the time to do
something about prescription drugs,
but this is not the thing to do with pre-
scription drugs. How do I go back to
Louisiana, as in every State, and tell
the Medicaid Program in Louisiana
that this bill is going to cost my State
$85 million, which we do not have,
through our State Medicaid Program
to have the State pick up part of the
costs of this prescription drug pro-
gram? How am I going to go back to
my State of Louisiana and tell the
240,000 people in Louisiana that, yes,
Congress passed a prescription drug
program but, guess what, you are not
part of it. You are going to pay 95 per-
cent of all of your costs of prescription
drugs, and the Federal Government is
going to pick up 5 percent.

Now is the time to do something
about prescription drugs, but this Con-
gress can do much better than this.
What we ought to do is combine the
best of what Government can do with
the best of what the private sector can
do, and come up with a program that
fits Medicare that is universal, that is
comprehensive, that covers all seniors,
not just some of the seniors, and gives
them all a program of which they can
be proud. That is the concept of what
Medicare was 37 years ago. We should
not now divert from that concept and
say one group of seniors is going to
have one plan, the other seniors are
going to get left by the wayside.

Certainly, I think this Congress can
do better than that, and we will have
the opportunity to do that, working
with our colleagues over the August re-
cess to put together that type of plan.

I yield the floor.

The PRESIDING OFFICER. The ma-
jority leader.
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Mr. DASCHLE. I will use a minute of
my leader time. I know we are sched-
uled to have a vote.

I simply remind my colleagues that
almost every senior organization has
endorsed the Graham amendment. Not
one senior organization has endorsed
the Republican plan. What does that
tell us? The drug companies endorse
the Republican plan. The insurance
companies endorse the Republican
plan. We do not find one senior organi-
zation endorsing the Republican plan.
So what is wrong with this picture?
Why is it that we cannot get bipar-
tisan, overwhelming support for some-
thing every senior organization en-
dorses?

This is our opportunity to make a
downpayment, a first step, and we
ought to support it. I applaud the Gra-
ham amendment. I hope our colleagues
will look at it carefully and support it.
This is a critical moment. Senior orga-
nizations agree. They endorse it. They
want this to pass.

I yield the floor.

Mr. FRIST. Mr. President, has all
time expired?

The PRESIDING OFFICER. The time
is 29 seconds for the minority.

Mr. FRIST. Mr. President, a point of
order will be filed very shortly.

In closing, it is important that peo-
ple recognize the bill is inadequate.
Seniors deserve more. A proposal has
been discussed, the tripartisan bill,
which is a more comprehensive ap-
proach for less money. This bill prom-
ises less, gives less, fewer benefits, for
more money. I urge the defeat of the
underlying bill.

I yield back the remainder of our
time.

The PRESIDING OFFICER. All time
has expired.

Mr. FRIST. I make a point of order
that the Graham amendment No. 4345
violates section 302(f) of the Budget
Act.

The PRESIDING OFFICER. The Sen-
ator from Florida.

Mr. GRAHAM. Pursuant to section
904 of the Congressional Budget Act of
1974, T move to waive the applicable
sections of that act for purposes of the
pending amendment, and I ask for the
yeas and nays.

The PRESIDING OFFICER. Is there a
sufficient second?

There appears to be a sufficient sec-
ond.

The question is on agreeing to the
motion. The clerk will call the roll.

The assistant legislative clerk called
the roll.

Mr. NICKLES. I announce that the
Senator from North Carolina (Mr.
HELMS) is necessarily absent.

I further announce that if present
and voting the Senator from North
Carolina (Mr. HELMS) would vote ‘‘no.”

The result was announced—yeas 49,
nays 50, as follows:
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[Rollcall Vote No. 199 Leg.]

YEAS—49

Akaka Dodd Mikulski
Baucus Dorgan Miller
Bayh Durbin Murray
Biden Edwards Nelson (FL)
Bingaman Feinstein Reed
Boxer Graham Reid
gyr(tl " %—Iutchlnson Rockefeller

antwe nouye
Carnahan Johnson Sarbanes
Carper Kennedy Schumer
Cleland Kerry zmlt? SOR>
Clinton Kohl pecter
Collins Landrieu Stabf}nov&(
Conrad Leahy Torricelli
Corzine Levin Wellstone
Daschle Lieberman Wyden
Dayton Lincoln

NAYS—50

Allard Feingold McConnell
Allen Fitzgerald Murkowski
Bennett Frist Nelson (NE)
Bond Gramm Nickles
Breaux Grassley Roberts
Brownback Gregg Santorum
gunmng gag}? Sessions

urns arkin

helb;
Campbell Hatch Snfitlf(NH)
Chafee Hollings Snowe
Cochran Hutchison St
Craig Inhofe evens
Crapo Jeffords Thomas
DeWine Kyl Thompson
Domenici Lott Thurmond
Ensign Lugar Voinovich
Enzi McCain Warner
NOT VOTING—1
Helms

The PRESIDING OFFICER. On this
vote, the yeas are 49, the nays are 50.
Three-fifths of the Senators duly cho-
sen and sworn not having voted in af-
firmative, the motion is rejected. The
point of order is sustained and the
amendment falls.

AMENDMENT NO. 4299, AS AMENDED

The PRESIDING OFFICER. Under
the previous order, there are 2 minutes
of debate equally divided before the
vote on the Dorgan amendment.

Who yields time?

Mr. REID. Mr. President, I yield the
time.

The PRESIDING OFFICER. All time
is yielded. The question is on agreeing
to the Dorgan amendment, as amended,
Without objection, the amendment, as
amended, is agreed to.

The amendment (No. 4299), as amend-
ed, was agreed to.

Mr. LEVIN. Mr. President, I move to
reconsider the vote.

Mr. DASCHLE. I move to lay that
motion on the table.

The motion to lay on the table was
agreed to.

CLOTURE MOTION

The PRESIDING OFFICER. Under
the previous order, the Chair lays be-
fore the Senate the pending cloture
motion, which the clerk will report.

The legislative clerk read as follows:

CLOTURE MOTION

We, the undersigned Senators, in accord-
ance with the provisions of Rule XXII of the
Standing Rules of the Senate, do hereby
move to bring to a close the debate on Cal-
endar No. 491, S. 812, the Greater Access to
Affordable Pharmaceuticals Act of 2001.

Harry Reid, Jon S. Corzine, Byron L.
Dorgan, Ron Wyden, Maria Cantwell,
Paul S. Sarbanes, Debbie Stabenow,
Richard J. Durbin, Tom Daschle, Dan-
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iel K. Akaka, Jack Reed, Kent Conrad,
Zell Miller, Charles E. Schumer, Ernest
F. Hollings, Hillary Rodham Clinton.

The PRESIDING OFFICER. There
are 2 minutes of debate equally di-
vided.

Mr. KENNEDY. Mr. President, this is
an important issue, and the Senate is
not in order. We have 2 minutes of dis-
cussion on this, and important com-
ments will be made by our colleagues
who deserve to be heard.

The PRESIDING OFFICER. The Sen-
ate will be in order.

Who yields time?

Mr. KENNEDY. Mr. President, I yield
1 minute to the Senator from New
York.

The PRESIDING OFFICER. The Sen-
ator from New York.

Mr. SCHUMER. Mr. President, I
think many of us regret that we could
not succeed on the last amendment.
But there are still things we can do,
and must do, to make the cost of drugs
lower for all citizens. The Schumer-
McCain generic drug bill, the under-
lying bill, does just that.

For people who are paying $100 per
prescription, they will pay $30 or $35 or
$40. It will reduce the cost of overall
drug spending by $60 billion. It will
take some of the burden off our hard-
pressed States as their Medicaid rates
come down.

It will also apply to everybody: the
young and the old, the senior citizen
who needs these drugs, as well as the
family with a child who cannot afford a
desperately needed drug to make that
child better.

It is supported by a large group, not
only senior citizen groups and con-
sumer groups and labor groups but GM
and Caterpillar and Kodak and Ford.

Please let us move forward on this
amendment. We have a lot to do in the
area of making prescription drugs
cheaper, and this is a very vital first
step.

I urge my colleagues to vote for clo-
ture.

The PRESIDING OFFICER. The Sen-
ator’s time has expired.

Who yields time?

The Senator from New Hampshire.

Mr. GREGG. Mr. President, the un-
derlying bill, which is the generic drug
bill, has not really been addressed as
we have moved through these debates
on the overlying issue of whether we
should have a prescription drug pro-
gram for seniors.

This underlying bill still has many
significant issues in it. Probably the
most significant issue is the fact that
it creates a new cause of action, a
whole new set of lawsuits which have
never been used before. This cause of
action has never been tried before,
never been used before, involving pat-
ent law and the FDA. It really will be
a lawyer’s relief act rather than an act
which is going to relieve our citizens of
the high costs of drugs.

We should have the opportunity to
amend this bill. It can be improved.
The basic concepts of this bill are good,
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but the bill can be improved. That is
why we should not have cloture at this
time. We simply have not had a chance
to properly address this underlying bill
because it has been sort of sidetracked
as we have addressed the prescription
issue for seniors. So I would hope we
would vote against cloture.

The PRESIDING OFFICER. The Sen-
ator’s time has expired.

By unanimous consent, the manda-
tory quorum call has been waived.

The question is, Is it the sense of the
Senate that debate on S. 812, a bill to
amend the Federal Food, Drug, and
Cosmetic Act to provide greater access
to affordable pharmaceuticals, shall be
brought to a close?

The yeas and nays are required under
the rule.

The clerk will call the roll.

The legislative clerk called the roll.

Mr. NICKLES. I announce that the
Senator from North Carolina (Mr.
HELMS) is necessarily absent.

I further announce that if present
and voting the Senator from North
Carolina (Mr. HELMS) would vote ‘“No.”

The PRESIDING OFFICER (Mrs.
CARNAHAN). Are there any other Sen-
ators in the Chamber desiring to vote?

The yeas and nays resulted—yeas 66,
nays 33, as follows:

[Rollcall Vote No. 200 Leg.]

YEAS—66
Akaka Durbin Mikulski
Baucus Edwards Miller
Bayh Feingold Murray
Biden Feinstein Nelson (FL)
Bingaman Fitzgerald Nelson (NE)
Boxer Graham Reed
Breaux Grassley Reid
Byrd Harkin Rockefeller
Cantwell Hollings Sarbanes
Carnahan Hutchinson Schumer
Carper Inouye Sessions
Chafee Jeffords Shelby
Cleland Johnson Smith (NH)
Clinton Kennedy Smith (OR)
Collins Kerry Snowe
Conrad Kohl Specter
Corzine Landrieu Stabenow
Daschle Leahy Torricelli
Dayton Levin Voinovich
DeWine Lieberman Warner
Dodd Lincoln Wellstone
Dorgan McCain Wyden
NAYS—33
Allard Domenici Lott
Allen Ensign Lugar
Bennett Enzi McConnell
Bond Frist Murkowski
Brownback Gramm Nickles
Bunning Gregg Roberts
Burns Hagel Santorum
Campbell Hatch Stevens
Cochran Hutchison Thomas
Craig Inhofe Thompson
Crapo Kyl Thurmond
NOT VOTING—1
Helms

The PRESIDING OFFICER. On this
vote, the yeas are 66, the nays are 33.
Three-fifths of the Senators duly cho-
sen and sworn having voted in the af-
firmative, the motion is agreed to.

The PRESIDING OFFICER. The
question is on the engrossment and
third reading of the bill.

The bill was ordered to be engrossed
for a third reading, and was read the
third time.

Mr. SCHUMER. Mr. President, before
I get to discussion of the underlying
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bill, T would first like to thank Senator
KENNEDY for his long-time leadership
in ensuring access to affordable pre-
scription drugs and especially for the
strong fight he and Senators GRAHAM
and MILLER have led here on the Sen-
ate floor for the past two weeks to add
a meaningful prescription drug benefit
to Medicare.

I would also like to thank Senator
KENNEDY for his leadership in the
HELP Committee in bringing Hatch-
Waxman abuses to light, and for work-
ing with our Leader to move Schumer-
McCain to the floor.

I also want to thank my colleague
Senator McCAIN, with whom I intro-
duced the GAAP Act—as well our col-
leagues who introduced the bill in the
house, Congressman SHERROD BROWN
and Congresswoman JO ANN EMERSON—
for all their hard work in drawing at-
tention to this issue and pushing to get
this bill passed this year.

When this Hatch-Waxman debate
began, the Senate had two choices:

First, we could choose not to act, and
let loopholes in the law continue to let
drug prices skyrocket; or, second, we
could pass this bill, close the loopholes,
and bring down drug prices for all con-
sumers.

Today, as the Senate approaches a
vote on the Schumer-McCain bill, the
Greater Access to Affordable Pharma-
ceuticals Act, the choice is clear.

Consumers win. PhRMA loses.

Not only was the bill passed out of
committee on a strong bipartisan vote;
not only have we heard strong mes-
sages of support from our colleagues on
the floor; but the public, too, has spo-
ken.

Major corporations have spoken.
Labor has spoken. Senior groups have
spoken. Consumer groups have spoken.
Governors have spoken. Insurers have
spoken. Pharmacists have spoken. Dis-
ease groups have spoken.

And they want to see action. They
want to see the loopholes closed, and
they want to see competition in the
pharmaceutical marketplace.

Last week we also heard from CBO.
Its message: This Bill will bring the re-
lief the public wants. A conservative
estimate shows the bill will save con-
sumers $60 billion on drug costs over
the next 10 years. And it will mean
nearly $8 billion to the Federal Govern-
ment. When we pass a Medicare drug
benefit, it will mean even more sav-
ings.

Yesterday, we heard from the FTC.
The report the Commission issued il-
lustrates the abuses and tells Congress
clear as day to plug up the loopholes in
Hatch-Waxman. Their recommenda-
tions lead to one inexorable conclusion:
pass Schumer-McCain.

The study makes clear that lawyers
for the pharmaceutical industry have
picked the Hatch-Waxman law clean
and that the law needs significant and
immediate reform.

The one group that doesn’t want to
see action is the group representing the
name brand drug industry, PhRMA.
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Why is the support so widespread? It
is quite simple, really. As most things
do, it comes down to cold, hard, cash.
Drug expenditures have been rising at
double digit rates—at nearly 18 percent
per year—throughout the 90s.

These increases are simply
unsustainable. And closing the loop-
holes in the patent laws is a common
sense way to do something about them.
They will mean real savings for con-
sumers, businesses, States, and seniors.

We looked at 15 name-brand prescrip-
tion drugs whose expiring patents will
pave the way for billions of dollars in
savings if blockbuster drug companies
don’t block the less expensive generic
versions of these drugs from coming to
market when they should.

These drugs are used to treat a vari-
ety of illnesses, including allergies,
high cholesterol, asthma, and depres-
sion. You have probably seen commer-
cials for some of them on TV—Claritin,
Zocor, Zoloft. You might even remem-
ber Cipro from last fall’s anthrax scare.

All of the drugs are scheduled to
come off patent by 2005, which in
English means that their less expensive
versions can then go on sale.

The savings consumers will see on
these drugs alone will be at least $4.15
billion annually by 2008 when these less
expensive generics are fully phased in.

The biggest savings would come on
the popular antidepressant Zoloft,
which would see consumer savings of
over $735 million if users opt to use the
low cost generic version.

Other savings would come on the
popular allergy medicine Claritin
which would see savings of $5601 million
and on the cholesterol medicine Zocor,
which would see savings of $577 million.

For the individual consumer, these
projections are a dream come true.

If you look at what three popular
pharmacy chains charge for five com-
monly prescribed drugs—Claritin,
Cipro, Zocor, Zoloft, and Singulair—
the individual consumer would see in-
dividual savings ranging from $42 to $75
a month on these drugs if generic alter-
natives were available.

Those filling a Singulair prescription
at Walgreens, for example, to treat
asthma would save about $54 on the ge-
neric version, paying only $34 as op-
posed to the current price of $87.99.
Those filling a Cipro prescription at
CVS to treat a urinary tract infection
would save about $568, paying only $37
for a 20 pill supply as opposed to the
current price of $95.59.

Zocor users would save $45, paying an
estimated $70 for a 30 pill supply to
control high cholesterol instead of the
$115.53 they currently pay at Rite Aid.

The good news is that these numbers
show that these drugs can one day be
within reach of working Americans.

The bad news is that if we in Con-
gress don’t act, the chances of the
blockbuster drug companies ever let-
ting that happen are about as likely as
the Yankees asking me to pitch Game
7.

We have heard time and time again
from the big drug companies that pat-
ent protection is the key to innovating
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new drugs. And as I have said time and
time again, I could not agree more.

When drug companies innovate new
drugs which benefit the patient, they
are indeed preventing disease and sav-
ing lives. And they should be rewarded
for doing so with a period of time to ex-
clusively market the drug.

That is how the system is supposed
to work and that’s how it did work for
a very long time.

But over the almost 20 years since
Hatch-Waxman was passed, the drug
companies have taken advantage of
this system, devising new ways to ex-
tend the period of exclusivity they get
when they patent a life-saving drug.

Today, I want to debunk some of the
myths that the drug companies are
perpetuating about the way they are
using the patent laws and how the bill
Senator McCAIN and I have introduced
will impact innovation in the pharma-
ceutical industry.

PhRMA has been circulating a list of
claims that it has been calling a ‘‘re-
ality check.” If a bank tried to cash
that check, it would bounce.

Today, I want to shine a light on
some of the PhRMA claims and ensure
that the public knows the truth about
what is going on in the drug industry.

The reality is that the drug compa-
nies are not spending all their time in-
novating new drugs, they are inno-
vating new patents.

Instead of devising new ways to fur-
ther medical science, they are focusing
on furthering company profits. And
that often means keeping the competi-
tion at bay.

But before I go on, I want to make
clear that the Greater Access to Af-
fordable Pharmaceuticals Act is not
about robbing pharmaceutical compa-
nies of legitimate patent protection.
It’s not about theft of innovation, it’s
not about taking steps to enact laws
that are not in the best interest of con-
sumers.

In fact, it is about just the opposite.
It is about examining competition in
today’s marketplace and revisiting a
compromise which was struck nearly 18
years ago.

That compromise—the Hatch-Wax-
man Act—was intended to strike a bal-
ance and help save consumers billions
of dollars on pharmaceuticals while re-
warding brand name companies for
their innovations.

But, in recent years, as the profits
and stakes have become higher, as I
said, the drug industry lawyers have
picked the Hatch-Waxman law clean.

Companies are aggressively pursuing
extended monopolies through filing
weak or invalid patents and engaging
in deals which the FTC is increasingly
scrutinizing for anticompetitive mo-
tives.

We must put an end to these abuses.

The GAAP act does not intend to cut
innovators off at the knees and it isn’t
a freebie for the generic drug industry.
It is a pro-consumer bill that restores
the balance intended by Hatch-Wax-
man.
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The bill would limit the delay to one
30-month stay, for brand companies
who file suit against a generic chal-
lenger. And the only patents eligible
for this automatic stay would be the
brand company’s original patents.

For any patents listed after the
brand drug is approved, the brand com-
pany would instead have to allow a
court to decide whether their case mer-
its a stay against generic competition.

It would prevent abuses like those we
are discussing here today by reducing
incentives to list patents that are not
truly innovative, but instead are in-
tended solely to extend monopolies.

The GAAP act reforms the so-called
¢“180-day rule” by closing the loophole
that enables a brand name company to
pay a generic manufacturer to stay off
the market, effectively putting the Kki-
bosh on competition.

Closing this loophole would prevent
problems like the Hytrin case where
Abbott Laboratories allegedly paid Ge-
neva Pharmaceuticals $4.5 million per
month to keep their hypertension drug
off the market.

Now PhRMA will tell you that the
law is not broken.

They will tell you that generics’
share of the prescription market has
increased from 18 percent in 1984 to 47
percent today.

But what they won’t tell you is that
generics have been stuck right around
45 percent for at least the past 6 years.

They will also tell you the games are
not causing delays. But this chart
shows that in 2000, 20 of the 30 drugs
that were supposed to come off patent
were delayed. In 2001, 23 out of 26 were
delayed—88 percent of the drugs sup-
posed to come off patent have been de-
layed, and most of these delays con-
tinue today.

PhRMA will tell you that ‘‘patents
on new products never delay generic
versions of old ones.” And if we were
talking about patents on new drugs,
that would be a true statement. But
that is not what we are talking about.
We are talking about new patents on
old drugs.

The drug companies are coming up
with different formulations or dosage
forms, or other unapproved uses for old
drugs whose patents have either ex-
pired or are about to expire in order to
keep low-cost generic competitors off
the market.

Since a generic has to show that it
doesn’t infringe on these new patents
before it can enter a market, the drug
companies buy some extra time and
can extend their market exclusivity.

The changes Senator MCCAIN and I
have proposed protect the brand com-
panies from having their patents in-
fringed on. But they also prevent the
brand companies from abusing their
patents and keeping generics off the
market.

Let’s take a look at some of the ‘“‘in-
novations’ that brand companies are
listing in the FDA’s Orange Book. It is
these kinds of patents which can auto-
matically delay competition.
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For Ultram, a pain medication, the
brand company has come up with a new
dosing schedule—because it’s a strong
medication, they suggest that you
could take one-fourth of a pill at a
time and slowly build up to taking a
whole pill. This is a dosing method
which doctors and pharmacists have
used on many drugs, in many in-
stances. Yet, somehow, J&J got a pat-
ent on it. And now that patent is pre-
venting generic competition.

On Fosamax, a drug for osteoporosis,
the brand company has come up with a
“kit” inside which the pills are ar-
ranged. This may be a great little Kkit,
but its patent shouldn’t be listed in the
Orange Book where it can delay ge-
neric competition.

On Pulmicort, an asthma medication,
the company has a patent on the con-
tainer the drug is in—and that patent
is listed in the Orange Book, where it
cause an automatic 30-month stay
against a generic.

On Thalomid, a cancer drug, the com-
pany has come up with not one—but
two—computer programs that phar-
macists can use when doling out pre-
scriptions. Computer programs—not
new drugs—computer programs.

Cyclessa, similar to Fosamax, has a
patent on a kit which reminds you how
to take the medicine. Well the generics
can make their own Kkit.

A new piece of plastic shouldn’t keep
an old pill off the market.

These patents are real. Sure they
may be on things that are novel, but
they have nothing to do with the drug
substance that is helping the patient.
They are put in the Orange Book for
the sole purpose of extending a com-
pany’s monopoly.

PhRMA says the automatic 30 month
stays never extend a patent. Well, they
may not extend the amount of time a
company can exclusively sell its par-
ticular container, but stacking them
one after the other certainly extends
the amount of time that the brand can
keep its competition away from its
customers.

And brand companies are getting bet-
ter and better at timing the filing of
their patent applications so that their
new patents are issued just as their
original patents are expiring. This
practice causes a delay in generic com-
petition, which is nothing less than a
de facto extension of the original pat-
ent.

The delays caused by these addi-
tional patents are real, and they mean
real money to consumers.

Take Neurontin, a drug used to pre-
vent partial seizures. The basic patents
expired in July of 2000. By listing pat-
ents which do not even relate to the
originally approved form of the drug,
the brand company has already suc-
ceeded in preventing generic competi-
tion for 21 months—a delay which may
have already cost consumers over $800
million.

Further, by listing an additional pat-
ent with the FDA, and overlapping the
automatic 30-month stays, the brand
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company has effectively converted the
original 30-month stay into a 54-month
stay against generic approval, and they
didn’t even have to prove to a court
that the new patent had any merit at
all.

Or take, for example, Paxil, a drug
with $2.1 billion in sales used to treat
depression.

The basic active ingredient in Paxil
was discovered back in the late 1970s by
a Danish company, Ferrosan. But it
wasn’t marketed as a drug until Glaxo
SmithKline licensed the original pat-
ents, did the clinical trials and got it
approved by the FDA.

The company deserves a reward for
bringing this old chemical to market,
and under Hatch-Waxman, that reward
was intended to be 5 years of market
exclusivity—>b years during which a ge-
neric can’t even put in an application
on the drug.

But that wasn’t enough for Glaxo.
Before marketing the drug, they made
a slight—and some would argue unnec-
essary—change to the basic compound
in order to get a new patent, a patent
which would add an additional 8 years
to their monopoly their monopoly on a
drug they didn’t even discover.

Enter Apotex, the first generic chal-
lenger, which has gone to court claim-
ing both that they do not infringe this
new patent and that the new patent is
invalid.

The case has been in court for 3%
years. Even if the companies come to
resolution on this first patent, Glaxo
has, in the meantime, applied for and
been issued nine additional patents on
Paxil—patents on yet other slightly
different chemical substances, as well
as patents on different formulations of
the drug. The last of these patents ex-
pires in 2019.

These new patents have already in-
voked multiple 30-month stays against
generic competition for Paxil. The
automatic stays already granted add
up to a delay of over 60 months. To be
fair, if Glaxo prevails in court, these
stays won’t extend the time on their
patent. But if Apotex wins the suit,
these multiple 30-month stays will still
be hanging out there preventing the ge-
neric from coming to market. And
there’s nothing to stop Glaxo from get-
ting even more patents before these
delays expire. Each year Glaxo can
delay generic competition costs Paxil
users up to $500 million.

What has happened with these drugs
is that the drug companies saw their
original patents about to expire and
then created new ones to maintain
their control over the market.

These kinds of practices have become
the norm in the drug industry. These
companies figure out a new way to
keep the dollars rolling in, stooping to
new lows every day to maintain their
exclusivity rights.

I have heard from the big drug com-
panies that they are in the failure busi-
ness. Well, if it’s the failure business
that tops the Fortune 500 lists, sign me
up.
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The big pharmaceutical companies
may make their claims, but we in Con-
gress know the reality. Insurers and
State Medicaid directors know the re-
ality. Corporations know the reality.
Our seniors know the reality.

The reality is that prescription drug
prices are skyrocketing at a rate of 17
percent per year, generic penetration
into the market has been stagnant for
the past eight years, and loopholes in
our patent laws are making the reality
even worse.

They are crippling consumers and
seniors who can’t afford to purchase or
take the drugs they need.

I agree that patent protection is im-
portant to saving lives, but I am sure
those who dedicate their lives to find-
ing new cures would also agree that a
drug can do no good if it is financially
out of the reach of patients who depend
on it.

As Congress continues to wrestle
with the complexity of crafting and
paying for a meaningful Medicare pre-
scription drug benefit, we must not
overlook a straightforward solution to
the escalating drug prices facing sen-
iors, businesses, insurers and con-
sumers today.

If we can ensure fair competition in
the pharmaceutical marketplace—a
level playing field for both brand and
generic companies—then everyone will
win.

I ask my colleagues in the Senate to
vote yes today to S. 812: to vote yes for
fair marketplace practices, vote yes for
robust competition in the pharma-
ceutical marketplace, vote yes for ac-
cess to affordable drugs—and vote yes
for consumers.

I ask unanimous consent that further
material be printed in the RECORD.

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

COMMONWEALTH OF PENNSYLVANIA,

OFFICE OF ATTORNEY GENERAL,
Harrisburg, PA, July 24, 2002.
Hon. JOHN MCCAIN,
U.S. Senate,
Washington, DC.
Hon. CHARLES E. SCHUMER,
U.S. Senate
Washington, DC.

DEAR SENATORS MCCAIN AND SCHUMER: As
Attorney General of the Commonwealth of
Pennsylvania, my constituents make me
aware every day about how the high cost of
prescription drugs adversely affects their
lives. For that reason, I endorse the Greater
Access to Affordable Pharmaceuticals Act of
2001 (S. 812) which you are sponsoring.

Pennsylvania has the second largest num-
ber of senior citizens of any state in the
country. As you are well aware, Medicare
does not provide a prescription benefit for
most drugs. Therefore, senior citizens with-
out private insurance, Medicaid or a special
government program like Pennsylvania’s
PACE program, pay for prescription drugs
themselves. Even though Pennsylvania’s
PACE program is a model for other state and
federal senior citizen prescription benefit
plans, the program does not cover every sen-
ior citizen. Thus, there are many Pennsyl-
vania citizens living on fixed incomes who
find that their income and standard of living
is being eaten away by prescription drugs
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that can cost more than $100 a month. Senior
citizens who are on two or three medications
can face monthly prescription costs of $500
to $1000.

One factor in the high cost of prescription
drugs is attempts by brand name drug mak-
ers to forestall entry by generic competi-
tions. The Hatch-Waxman Act of 1984 was in-
tended to spur generic competition with
brand name pharmaceuticals. Unfortunately,
brand name drug makers have been using
that act in unintended ways to block or
delay rather than foster generic entry. In
particular, two provisions have been mis-
used. One allows for an automatic 30-month
stay of a generic’s drug application upon the
filing of a patent infringement suit by a
brand name manufacturer. The other grants
the first generic drug applicant for a drug a
180-day period of exclusivity before other
generics can enter the market. These two
provisions can be misused to delay generic
entry by years. I believe that the Greater
Access to Affordable Pharmaceuticals Act of
2001 provides a reasonable remedy for these
abuses which balances the interests of con-
sumers and the pharmaceutical industry.

While I believe that pharmaceutical com-
panies should be compensated for their dis-
coveries and innovation with appropriate
patent protection, I object to those patents
being lengthened by misuse of the current
law. Passage of your bill will address those
misuses. Thank you for your work and con-
sideration on this matter.

Very truly yours,
D. MICHAEL FISHER,
Attorney General.
STATE OF NEW YORK
OFFICE OF THE ATTORNEY GENERAL,
New York, NY, July 24, 2002.
Senator EDWARD KENNEDY,
Washington, DC.
Senator JUDD GREGG,
Washington, DC.

DEAR SENATORS KENNEDY AND GREGG: I
write to express my support of the Greater
Access to Affordable Pharmaceuticals Act of
2001 (““GAAP”), which amends the Hatch-
Waxman Act of 1984 (the “‘HWA?’). I attach a
Policy Statement which details the argu-
ments made in this letter.

In the past several years, State Attorneys
General have filed five antitrust suits to
remedy the harm caused by brand-name and
generic manufacturers’ manipulation of
loopholes in the Hatch-Waxman Act
(“HWA”’), thereby delaying generic entry.
These are:

State of Ohio, et al. v. Bristol-Meyers
Squibb, Co., concerning the anti-cancer drug
Taxol127 (the ‘‘Taxol litigation);

State of Alabama, et al. v. Bristol-Myers
Squibb Co., et al., concerning the anti-anx-
iety drug Busparl27 (the ‘‘Buspar litiga-
tion”’);

State of New York, et al. v. Aventis, S.A.,
et al., concerning the anti-hypertension drug
CD127 (the ‘“‘Cardizem litigation’’);

State of Florida, et al. v. Abbott Labora-
tories, Inc., concerning the anti-hyper-
tension drug Hytrinl27 (the ‘“‘Hytrin litiga-
tion’’); and

Commonwealth of Pennyslvania v. Sche-

ring-Plough Corp. et. al, concerning the po-
tassium supplement K-Dur 20 (‘‘the K-Dur 20
litigation’’).
Through these cases, and other multi-state
investigations, this Office has gained sub-
stantial experience with the shortcomings of
the HWA. GAAP will be an important step in
correcting these problems, and in ensuring
consumers access to affordable medication.

GAAP specifically alleviates two critical
problems caused by the HWA, which the
cases brought by the Attorneys General il-
lustrate:



July 31, 2002

The Thirty Month Stay—Under the HWA,
brand-name manufacturers list unexpired
patents with the FDA in a compendium
known as the ‘“‘Orange Book.” The FDA does
not evaluate the merits of the listing, and
relies on the manufacturer’s representations
as to the listing’s validity. An Orange Book
listing carries a rich reward—an automatic
30-month stay against certain potential ge-
neric entrants whome the manufacturer has
sued for patent infringement, despite the ab-
sence of any court finding that the infringe-
ment claim has any validity whatsoever.

Problems caused by this provision are il-
lustrated by the facts of the Buspar litiga-
tion. In that case, Bristol-Myers Squibb
(““BMS”’) sought to extend its patent monop-
oly for its profitable buspirone anti-anxiety
medication. As BMS’s buspirone patent was
about to expire, BMS received a patent for a
metabolite that the body naturally pro-
duces—which BMS claimed was the result of
introducing buspirone into the body. BMS
then had the FDA list the patent in the Or-
ange Book eleven hours before the first ge-
neric alternative to buspirone was to otain
FDA approval. Although BMS explicitly
stated to the United States Patent Office
that its new patent did not cover buspirone,
it Orange Book entry made precisely the op-
posite claim. As a result, generic makers of
buspirone were barred from the market, and
consumers paid millions more than they
would have paid, had a generic alternative
been available.

GAAP helps alleviate this problem in two
essential ways. First, a brand-name manu-
facturer will no longer be able to obtain the
30-month stay for follow-on patents. Had
GAAP been in place, BMS’s scheme would
not have been possible. Second, in certain in-
stances, GAAP allows generic manufacturers
to challenge fraudulent Orange Book listings
in court.

The 180-day exclusivity period—HWA gives
certain generic entrants who are the first to
seek FDA approval for their drugs a 180-day
exclusivity period during which no other ge-
neric alternative to the same brand-name
drug may come to market. While this provi-
sion was intended to provide an incentive for
generic entry, in several instances, brand-
name manufacturers have paid their generic
counterparts to staff off the market, without
generic forfeiting its right to exclusivity.
This creates a perpetual bar to entry by
other generics. Thus, in both the Hytrin and
Cardizem cases, no generic version of the
brand-name drug could be sold until litiga-
tion and investigations by the Federal Trade
Commission led the parties to cancel their
agreements.

GAAP would render impossible such per-
manent barriers to generic entry. Under the
pending bill, if generic entry does not take
place within sixty days of the generic drug’s
approval, the next generic manufacturers in
line may enter the market. Conduct now
being challenged in costly and time-con-
suming litigation would simply not have
taken place had GAAP been in effect.

Case-by-case and after-the-fact investiga-
tions and litigation are no substitute for fix-
ing the problems inherent in the HWA. For
that reason, I applaud the efforts of Senators
Schumer and McCain, and those of other
GAAP sponsors, and urge the speedy passage
of this important and beneficial bill.

Sincerely,

ELIOT SPITZER.

July 24, 2002.
STATEMENT ON S. 812, THE GREATER ACCESS
TO AFFORDABLE PHARMACEUTICALS ACT OF
2001
In a letter issued today, Attorney General
Eliot Spitzer has written in support of the
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Greater Access to Affordable Pharma-
ceuticals Act of 2001 (“GAAP”’), introduced
by Senators McCain and Schumer to amend
the Hatch-Waxman Act of 1984 (the “HWA”’).
This statement explains in greater detail the
arguments set forth in that letter, and the
problems with the HWA that led to its sub-
mission.

Protecting consumers’ access to quality
health care at affordable prices is one way in
which the State Attorneys General serve the
American public. To that end, State Attor-
neys General have, in recent years, brought
five antitrust actions arising, in whole or in
part, out of efforts by brand-name drug man-
ufacturers to manipulate the HWA’s proce-
dures to keep cheaper generic drugs off the
market, and to maintain monopoly pricing
long after the brand-name drug’s patent ex-
piration date. These are:

State of Ohio, et al. v. Bristol-Myers
Squibb, Co., concerning the anti-cancer drug
Taxol® (the ‘‘Taxol litigation™);

State of Alabama, et al. v. Bristol-Myers
Squibb Co., et al., concerning the anti-anx-
iety drug Buspar® (the ‘“‘Buspar litigation’’);

State of New York, et al. v. Aventis, S.A.,
et al., concerning the anti-hypertension drug
Cardizem CD® (the ‘‘Cardizem litigation”);

State of Florida, et al. v. Abbott Labora-
tories, Inc., concerning the anti-hyper-
tension drug Hytrin® (thee ‘“‘Hytrin litiga-
tion’’); and

Commonwealth of Pennsylvania v. Sche-
ring-Plough Corp. et al, concerning the po-
tassium supplement K-Dur 20 (‘‘the K-Dur 20
litigation™).

As described in more detail below, these
cases starkly illustrate the weaknesses of
the HWA.

The New York Attorney General has re-
viewed the terms of GAAP against the back-
drop of this experience, and believes that
this bill represents a substantial step to-
wards correcting the HWA’s flaws, and re-
storing the appropriate balance that Con-
gress initially intended between protecting
innovation and ensuring affordable drug
prices. Indeed, much of the misconduct chal-
lenged in these cases would not have been
possible had GSSP been in force.

By this statement and in his letter, the At-
torney General highlights the need for re-
form. After a brief summary of the present
law, the statement describes state enforce-
ment actions in greater detail, and show how
GAAP effectively closes loopholes that al-
lowed for the misconduct addressed by these
actions.

By passing GAAP, Congress can protect
consumers, lower drug prices, and avoid the
need for time-consuming and expensive liti-
gation. For those reasons, the New York At-
torney General has strongly urged that Con-
gress enact GAAP into law.

1. Generic Drugs and the Hatch-Waxman Act

Generic drugs are bioequivalents of brand-
name drugs in dosage, form, safety strength,
route of administration, quality, perform-
ance characteristics and intended use. They
tend, however, to be priced significantly
below their brand-name equivalents. An in-
crease in the use of generic drugs would be
an important step in controlling the rising
costs of pharmaceuticals, and of health care
in general.

In 1984, Congress passed the HWA, which
streamlined the regulatory approval process
for generic drugs. In particular, the Act per-
mits the manufacturer of a new generic drug
to submit an Abbreviated New Drug Applica-
tion (““ANDA”), which may rely on the safe-
ty assessments of the New Drug Application
(“NDA”) filed by the ‘‘pioneerr’’—i.e., brand-
name—drug’s manufacturer. An ANDA en-
tails far less expense than an NDA, and can
be approved by the FDA far more expedi-
tiously.
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Although it is not necessary for purposes
of this statement to deve into all the intrica-
cies of the HWA, two elements—the 30 month
stay and the 180-day exclusivity period—play
an important role in allowing pharma-
ceutical companies to delay generic entry
and deny consumers the benefits of competi-
tion, despite the good intentions of the
HWA’s drafters. These elements are ad-
dressed below.

II. The HWA’s Loopholes

A. The 30 Month Stay

The Food and Drug Administration
(““FDA”’) maintains a list of pharmaceutical
patents commonly known as the ‘‘Orange
Book.” Upon receiving FDA approval for a
brand-name drug, the manufacturer must in-
form the FDA, in substance, of all patents
that would be infringed by the non-licensed
sale of a generic equivalent for that drug.
The FDA then includes those patents on its
Orange Book list. Before marketing a ge-
neric drug, an ANDA filer must certify that
the listed patents will not prevent sale of the
generic version, for any of several reasons,
and notify the brand-name manufacturer of
its certification. One such certification—the
so-called ‘‘paragraph IV certification”—at-
tests that the pioneer drug patent ‘‘is invalid
or will not be infringed by the manufacture,
use, or sale of the new drug for which the ap-
plication is submitted.” Once an ANDA ap-
plicant—the generic manufacturer—submits
a paragraph IV certification, the brand-name
manufacturer has 45 days within which to
bring a patent infringement action against
the applicant. If the brand-name manufac-
turer initiates such a suit, the FDA’s ap-
proval of the NADA is automatically delayed
for 30 months.

The 30 month period is referred to as a
‘“‘stay.” More accurately, it is an injunction
that takes effect immediately on the brand-
name manufacturer’s filing of its case, re-
gardless of the strength or weakness of its
patent infringement claims, and without any
judicial oversight whatsoever. The statu-
torily-created injunction relieves the brand-
name manufacturer of the responsibility of
satisfying a court that it is entitled to a pre-
liminary injunction against generic entry—a
threshold that the brand-name manufacturer
would have to meet in the absence of the
HWA. The FDA itself lacks the expertise or
the resources to evaluate the validity of pat-
ents identified for listing in the Orange Book
and, in consequence, lists patents solely in
reliance on the brand-name manufacturer’s
listing request.

Given the minimal standard for placement
in the Orange Book, and the financial re-
wards of such a listing—a 30-month road-
block to generic entry—it is no surprise that
drug manufacturers go to extraordinary
lengths to insure that the FDA list any un-
expired patent covering a profitable brand-
name drug. Often, as the initial patent for a
drug’s active ingredient nears expiration, the
brand-name manufacturer will seek ‘‘sec-
ondary patents’ on specific aspects of the
drug, such as mode of delivery—the validity
of which may be dubious, at best—and which
the manufacturer claims apply to previously
approved uses of the drug. Armed with such
new patents, manufacturers have been able
to suppress generic alternatives, which
would otherwise be available to consumers.

The cases brought by the States illustrate
the potential for misuse inherent in the 30
month stay provision:

The Buspar litigation concerns, in part, an
effort by Bristol-Myers Squibb (‘‘BMS’’) to
extend its patent monopoly for the profitable
buspirone anti-anxiety medication. As BMS’s
patent for buspirone was about to expire, it
received a patent for a metabolite that the
body naturally produces—BMS claimed—as
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the result of introducing buspirone into the
body. BMS then had the FDA list the patent
in the Orange Book eleven hours before the
first generic ANDA was to be approved. Al-
though BMS explicitly stated to the United
States Patent Office that its new patent did
not cover buspirone, its Orange Book entry
made precisely the opposite claim. As a re-
sult, generic makers of buspirone were
barred from the market, and consumers paid
hundreds of millions of dollars more than
they would have paid, had a generic alter-
native been available.

A federal district judge found that BMS’s
conduct before the FDA was improper and
ordered the patent delisted, thereby permit-
ting the sale of generic alternatives. On ap-
peal, the Federal Circuit held that, as a mat-
ter of procedure, generic entrants could not
sue to obtain delisting from the Orange
Book, and vacated the order without evalu-
ating BMS’s behavior before the FDA. This
past February, yet another federal district
judge found BMS’s Orange Book filing to be
‘“‘objectively baseless,” and an effort to ‘‘jus-
tify taking property that belongs to the pub-
lic.”

The Taxol litigation addresses efforts by
BMS to preserve its monopoly on Taxol, an
important treatment for breast cancer and
other tumors that the federal government
itself initially developed and then licensed to
BMS for five years. In their complaint, the
States allege that BMS fraudulently ob-
tained patents for Taxol, listed them in the
Orange Book, and then filed litigation for
the sole purpose of delaying generic entry
into the market via the HWA’s stay provi-
sion. It took nearly three years before a
court rejected BMS’s claims, during which
cancer patients were deprived of access to
less expensive generic alternatives.

In a particularly egregious manipulation of
the HWA, BMS entered into an arrangement
with generic manufacturer American Bio-
science, Inc., by which BMS consented to be
subject to a court-ordered temporary re-
straining order, issued upon ABI filing a law-
suit demanding that BMS list one of ABI’s
Taxol patents in the Orange Book. Based on
the order, BMS had the FDA list ABI’s pat-
ent in the Orange Book—in an apparent ef-
fort to clothe the fraudulent listing with the
seeming legitimacy of a court decree. After
generic manufacturers and the Federal Trade
Commission filed papers challenging the col-
lusively obtained order, the Court ruled that
ABI was not entitled to sue BMS to obtain
an Orange Book listing, and dismissed the
case.

GAAP takes important steps towards re-
solving the problems addressed by these
cases, in two ways. First, GAAP limits drug
manufacturers to a single 30 month stay per
drug. As initially drafted, GAAP eliminated
the 30 month stay altogether. While the
original might better encourage pharma-
ceutical competition, the compromise
version passed by the Senate Health, Edu-
cation, Labor and Pensions Committee rep-
resents a substantial improvement over the
present legal regime.

In the Buspar case, BMS was able to obtain
a 30 month stay for the third patent it
claimed barred generic versions of buspirone,
after the initial patent had expired and with-
out the need to obtain a court ruling on in-
fringement. GAAP instead requires drug
manufacturers that obtain such follow-on
patents to protect their intellectual property
in the same manner as other patent hold-
ers—by going to court, proving that their
case has a likelihood of success, and securing
an injunction against the alleged infringer.
That option provides recourse for genuinely
aggrieved patent holders, while prohibiting
brand-name manufacturers from gaining an
advantage, to the detriment of consumers,
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solely on the basis of their own assertion of
a valid patent and their willingness to file
suit.

Second, GAAP would allow generic com-
petitors to seek declaratory relief on the va-
lidity of an Orange Book listing at the time
an NDA is approved—when, under GAAP, the
brand-name manufacturer would still be en-
titled to a thirty month stay. As the Federal
Circuit’s Buspar ruling demonstrates, the
FDA’s decision to list a patent in the Orange
Book may not be subject to any judicial re-
view under existing law, and frivolous or
fraudulent listings can become impassable
roadblocks to generic entry. Although a pre-
vious version of the bill would have afforded
even greater opportunity for challenging Or-
ange Book listings, this aspect of GAAP
would still provide potential entrants with
the means to challenge such roadblocks in
court, in those cases where the thirty-month
stay would still apply.

B. The 180-Day Exclusivity Period

HWA gives the first ANDA filer with a
paragraph IV certification a 180-day exclu-
sivity period following a court ruling permit-
ting entry, during which no other manufac-
turer of a generic version of the same drug
could enter. This provision provides an in-
centive for generic manufacturers to chal-
lenge brand-name patents. But as currently
structured, the HWA provides a means for
brand-name and generic manufacturers act-
ing in collusion to bar new generic competi-
tors for significantly longer periods. In ef-
fect, the brand-name manufacturer simply
“buys’” the first ANDA filer’s agreement nei-
ther to enter the market nor to transfer its
exclusivity rights, thereby creating a per-
petual bar against other generic competi-
tors. This can have a profound impact on
drug prices, because generic drugs are typi-
cally not priced at their full discount until
the exclusivity period has expired and addi-
tional generic competitors are able to enter
the market.

Cases brought by the Attorneys General il-
lustrate this abuse of the HWA:

The Cardizem litigation arises from an
agreement between brand-name manufac-
turer Hoechst Marion Roussel, Inc.
(“HMRI”’) and generic drug manufacturer
Andrx Corporation (‘‘Andrx’’), under which
HMRI paid Andrx nearly $90 million in ex-
change for Andrx’s agreement to Kkeep its
cheaper alternative to HMRI’s Cardizem CD
heart medication off the market. As part of
the agreement, Andrx agreed to stay off the
market while still prosecuting its ANDA—so
as to maintain its right to the 180-day exclu-
sivity period granted the first-filer under the
HWA—and pledged not to transfer or sell its
exclusivity rights. Thus, the agreement ef-
fectively barred any further generic entry.
Only after private suits challenged this ar-
rangement and the FTC opened an investiga-
tion, did Andrx enter the market, thereby re-
moving the block against additional generic
competitors. A federal district court has
since held the HMRI/Andrx agreement to
constitute a per se violation of the antitrust
laws. (That ruling is now on appeal.) In yet
another case, the Court of Appeals for the
District of Columbia Circuit reinstated a ge-
neric manufacturer’s claim challenging the
HMRI/Andrx agreement.

The Hytrin litigation challenges an ar-
rangement under which Abbot Laboratories
(‘“‘Abbott’’) paid generic manufacturer Gene-
va Pharmaceuticals, Inc. (‘‘Geneva’’) over $60
million, in exchange for Geneva’s agreement
not to market a generic version of Abbot’s
hypertension medication, Hytrin. In that
agreement—as in Cardizem—Geneva prom-
ised not to give up the 180-day exclusivity
period as the first ANDA filer. No other ge-
neric manufacturers were able to enter the
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market, and Geneva and Abbott shared the
profits from the resulting exclusion of com-
petition. The district court held this ar-
rangement per se unlawful. (That ruling, too,
is on appeal.)

Under GAAP, the first ANDA filer loses its
right to exclusivity if it does not come to
market within 60 days of the date on which
it is declared eligible to do so by the FDA.
Further, the 180-day exclusivity period runs
from either the date of a final court decision
on the patent infringement action, or the
date on which a settlement order or consent
decree is signed by the court, whichever is
earlier. These provisions should severely
limit the ability of the brand-name manufac-
turer and first generic entrant to act collu-
sively to bar other generic alternatives from
reaching consumers.

II1. Conclusion

In the examples above, antitrust suits
seeking full recompense for injured con-
sumers helped cause the wrongdoers to cease
their misconduct, and may aid in deterring
further abuses. But antitrust enforcement on
a case-by-case basis will not solve the prob-
lems underlying the lawsuits, which are in-
herent in the HWA itself. As enacted, the
HWA affords unscrupulous manufacturers
with both means and incentive to extend
brand-name monopolies beyond the patent
exclusivity period set by Congress.

Not all such misconduct comes to the at-
tention of law enforcers or private plaintiffs;
antitrust litigation is time-consuming, ex-
pensive and risky; and pharmaceutical com-
panies are learning from previous legal set-
backs, and are adopting ways to exploit the
present law that may be less vulnerable to
antitrust challenges—yet still deleterious to
the goal of harnessing competition to pro-
vide affordable health care. Amending the
HWA so as to remove available avenues for
anticompetitive and anticonsumer actions,
rather than relying on individual lawsuits
for costly after-the-fact remedies, is a far
more effective means to protect consumers.

WHOSE SIDE ARE YOU ON?
IN FAVOR OF THE CURRENT SYSTEM

Pharmaceutical Research and Manufactur-
ers Association (PhRMA)

IN FAVOR OF CLOSING THE LOOPHOLES

General Motors Corporation

Ford Motor Company

Daimler Chrysler

International Union, UAW

AFL-CIO

AFSCME

Verizon

Wal-Mart

Kodak

Motorola

Caterpillar, Inc.

K-Mart

Georgia-Pacific

Albertsons

UPS

Kellogg’s

Sysco

Constellation Energy Group

Ahold USA

Woodgrain Millwork

Weyerhaeuser

National Committee to Preserve Social Se-
curity & Medicare

AARP

Consumer Federation of America

Families USA

Gray Panthers

National Consumer League

Consumers Union

Public Citizen

U.S. PIRG

Governor Howard Dean (VT)

Governor William Janklow (SD)

Governor Bob Wise (WV)
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Governor M.J. “Mike” Foster, Jr. (LA)

Governor Don Siegelman (AL)

Governor Gary Locke (WA)

Governor Bob Holden (MO)

Governor Jeanne Shaheen (NH)

Governor Tony Knowles (AK)

Governor Benjamin Cayetano (HI)

Governor Ronnie Musgrove (MI)

Generic Pharmaceutical Association
(GPhA)

American Association of Health Plans

Aetna

Blue Cross Blue Shield Association

Anthem Blue Cross and Blue Shield

Health Insurance Association of America

Kaiser Permanente Health Plan

HIP

Association of Community Health Plans

National Association of Health Under-
writers

National Association of Chain Drug Stores

Advance-PCS

Caremark Rx

American Academy of Family Physicians

National Committee to Preserve Social Se-
curity and Medicare

Academy of Managed Care Pharmacy

Alliance of Community Health Plans

National Organization for Rare Disorders

National Hemophilia Foundation

Alpha One Foundation

Gay Men’s Health Crisis

Center for Medical Consumers

Treatment Action Group

Interstitial Cystitis Association

The Narcolepsy Network

Pacific Business Group on Health

Midwest Business Group on Health

Washington Business Group on Health

Food Marketing Institute

Mr. KENNEDY. Mr. President, I am
pleased today that the Senate has
passed the Schumer-McCain bill. This
bill is the Senate’s answer to the
public’s demand for action on lower
drug prices. The bill would end—once
and for all—the drug industry’s abuses
and close legal loopholes the industry
exploits to block competition and keep
drug prices artificially high.

The record is clear that the pharma-
ceutical industry uses loopholes in the
landmark Hatch-Waxman Act to drive
up the cost of prescription drugs. Each
and every day, pharmaceutical compa-
nies exploit those loopholes to main-
tain their monopoly over their drugs,
and to keep more affordable generic
drugs off the market. America’s con-
sumers pay the price, and today the
Senate has said loud and clear—it’s
time to stop the abuses.

Just yesterday, the Federal Trade
Commission recommended legislative
changes that are incorporated in Schu-
mer-McCain. And here today, the Sen-
ate has approved the Schumer-McCain
reforms on a strong bipartisan vote.
The Senate has spoken and it has said:
Stop these abuses. Stop depriving our
seniors and our uninsured of safe and
effective drugs that they can afford.
Stop driving up the cost of health care
for employers and health plans and
consumers by delaying lower cost ge-
neric drugs.

What is it we have done today? Schu-
mer-McCain amends the Hatch-Wax-
man Act, which provides for the ap-
proval of generic drugs. The Hatch-
Waxman Act has been a tremendous
success in promoting competition and
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innovation in the pharmaceutical in-
dustry. Indeed, both the brand drug and
generic drug industries have flourished
under it.

Yet there are clearly weaknesses in
the Hatch-Waxman Act. Today, of the
top 15 best-selling drugs potentially
subject to generic competition, the
basic patents on at least five have long
expired. Their exclusive rights to mar-
ket their drugs have passed. Yet there
is no generic competition. The system
needs repairs.

Prescription drug costs are spiraling
out of reach of the elderly and unin-
sured. They are draining the health
care budgets of State governments, em-
ployers and labor unions. All because
brand-name drug companies have ex-
ploited loopholes in the law to pocket
windfall profits.

Drug prices have skyrocketed at dou-
ble digit rates annually since 1996, and
experts expect this trend to continue.
This drug price inflation has been far
in excess of the rate of consumer price
inflation. And experts agree that spi-
raling drug prices have accounted for
almost two-thirds of growth in drug
spending especially the higher prices of
new, aggressively promoted drugs.

Generic drugs are clearly part of the
answer. Simply put, a 1 percent in-
crease in generic use can decrease the
Nation’s yearly bill for drugs by a bil-
lion dollars. And ensuring the timely
approval of generic drugs could save
consumers $60 billion over the next 10
years.

These savings are easy to under-
stand. For patients and health plans
alike, the costs of brand-name drugs
are four times higher than for their ge-
neric equivalents. That difference is
even higher for the elderly and unin-
sured, who must often pay full price for
their medicines. On average, a month’s
supply of a generic drug costs a patient
$4 and the health plan $16; the costs for
a brand drug are 4 times higher: $16 for
the patient, $64 for the plan. For the
uninsured, and seniors who lack pre-
scription drug coverage, the full costs
are either $20 for the generic or $80 for
the brand drug.

The antidepressant Prozac is a clear
example. Generic companies challenged
and defeated a Prozac patent. Today,
you can buy 30 generic Prozac tablets
for less than $30—less than a third of
what brand-name Prozac will cost you.

But some pharmaceutical companies
game the system by listing spurious
patents with the FDA—patents on un-
approved uses, unapproved compounds,
or formulations that they don’t even
market. Then they get automatic 30
month stays delaying approval of ge-
neric drugs.

For example, Neurontin is a drug ap-
proved by FDA to treat epilepsy. In
2001, Neurontin sales exceeded $1.1 bil-
lion. The basic patent on the drug com-
pound expired in 1994, and the patent
on the approved method of use expired
in 2000. But the company had listed two
additional patents on the drug that the
generic companies had to certify were
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invalid or not infringed. These two pat-
ents were on an unapproved com-
pound—just the addition of a water
molecule to the basic compound—and
on an unapproved use, the treatment of
neurogenerative disease, patents that
never should have been listed at FDA.

The first 30-month stay needlessly
delayed generic competition for half a
year. But before that stay was up,
Neurontin’s manufacturer listed a
third formulation patent with FDA.
The generic applicant had to certify to
that patent as well and another 30
month stay will delay generic approval
until December 2002. In total, a generic
version of this drug will be delayed 30
months, at a cost to consumers of $1.4
billion.

In effect, Neurontin’s manufacturer
blocked generic competition by obtain-
ing a patent for simply adding a water
molecule to its basic drug. That patent
meant months of delay in which that
company enjoys huge profits while pre-
venting affordable generic versions
from reaching the market. This single
water molecule will cost consumers at
least $1.4 billion in savings for their
prescription drugs. We still do not
know when a generic will get to mar-
ket, but we do know that Schumer-
McCain will make it far more likely
that a generic Neurontin will be avail-
able in 2003.

To address the abusive mis-listing of
patents at FDA, the ever-greening of
patents, and the stacking of successive
30 months stays, Schumer-McCain in-
cludes a series of provisions designed to
work together to close the loopholes
and foreclose future gaming of the sys-
tem. Schumer-McCain does several
things.

First, Schumer-McCain permits only
one 30-month stay per generic drug ap-
plication, and only on those patents
listed with the FDA within 30 days of
brand drug approval.

Second, for the patents for which no
30-month stay is available, Schumer-
McCain provides an expedited process
whereby a patent owner can, within 45
days, seek a preliminary injunction to
defend its patent against a particular
generic drug applicant. If a patent
owner elects not to defend its patent
against that generic applicant as part
of this process, it cannot later enforce
that patent against that applicant or
others for the manufacture, distribu-
tion, sale, or use of that applicant’s ge-
neric drug. This provision does not pre-
clude the patent owner from enforcing
its patent against anyone else, includ-
ing a subsequent generic applicant that
challenges the patent in its generic ap-
plication. Schumer-McCain includes re-
lated provisions that enhance protec-
tions for patents. One requires a ge-
neric applicant who challenges a pat-
ent to provide better information to
the patent owner for it to assess the
merits of the generic applicant’s patent
challenge, while the second clarifies
that a preliminary injunction in a drug
patent infringement case may be
granted notwithstanding the avail-
ability of monetary damages.
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Third, Schumer-McCain clarifies the
information that must be filed with
FDA on patents that claim a drug or an
approved method of using a drug, so
that it will be more difficult for drug
manufacturers to list inappropriate
patents or incorrect or incomplete in-
formation with FDA.

Fourth, Schumer-McCain enforces
this requirement to list patent infor-
mation at FDA by saying that failure
to list a patent bars the patent owner
from enforcing the patent against a ge-
neric applicant or others for the manu-
facture, distribution, sale, or use of a
generic drug. This provision does not
bar enforcement of the patent against
anyone else, in particular against any
brand drug company or others for the
manufacture, distribution, sale, or use
of a brand drug that infringes the pat-
ent. In addition, the provision provides
that corrections to patent information
may be made after it is published by
FDA in the unusual circumstance of an
inadvertent mistake or clerical error.

Finally, Schumer-McCain allows ge-
neric applicants to sue brand drug com-
panies to delist patents or correct pat-
ent information on patents that can
trigger 30 month stays. This provision
allows for the correction of misin-
formation in and the removal of incor-
rectly listed patents from FDA’s Or-
ange Book.

A second tactic used by brand drug
companies is to collude with a generic
drug manufacturer to block other ge-
neric versions of the drug from getting
to consumers. Under the Hatch-Wax-
man Act, the first generic drug com-
pany to challenge a patent on a brand
drug has the exclusive right to market
its drug for 6 months before any other
generic can compete. In some cases,
brand drug companies have paid such a
generic drug company not to exercise
its 6-month right, thereby blocking
other generic versions of the drug.

For example, terazosin hydrochloride
is used to treat high blood pressure and
enlarged prostate. Consumers used
about $540 million of the drug in 1998. A
generic was scheduled for market in
April 1999, but Abbott Laboratories
reached sweetheart deals with two ge-
neric companies, Zenith Goldline Phar-
maceuticals and Geneva Pharma-
ceuticals, to keep their generic prod-
ucts off the market. That in turn
blocked other generics from getting to
market for 16 months. Abbott paid Ze-
nith a lump sum of $3 million plus $6
million per quarter under their agree-
ment, while Geneva received $4.5 mil-
lion per month. The Federal District
Court in Florida held that the agree-
ments were illegal under antitrust
laws. The result was that consumers
paid hundreds of millions more than
they should have because generic com-
petition was delayed.

Schumer-McCain closes this loophole
and ensures generic challenges to in-
valid patents. How does it do this? It
provides for six situations in which a
generic drug company with the 180
days of exclusivity must forfeit the ex-
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clusivity—for example, if the generic is
found by the Federal Trade Commis-
sion to have colluded with a brand drug
company, if it withdraws its applica-
tion, or otherwise delays in getting to
market. When the first generic forfeits
the 180 days, the generic applicant that
is next ready to be approved and go to
market can go to market, and con-
sumers immediately enjoy generic
competition and lower costs.

If that generic applicant is the sec-
ond generic to have challenged a pat-
ent, it gets the 180 days of exclusivity
and subsequent generic applicants are
delayed from getting final FDA ap-
proval for 180 days. If the generic appli-
cant ready to go to market is not the
second generic to have challenged a
patent, but rather is the third or the
fourth or the fifth, the 180 days of ex-
clusivity disappears and FDA may ap-
prove subsequent generic applicants as
soon as they are ready.

Either way, consumers benefit be-
cause the first generic that is ready
gets to market as soon as it can. In ad-
dition, the 180 exclusivity remains as
an incentive for the second generic ap-
plicant to challenge a patent, an incen-
tive that is vital to maintain especially
for those situations when a patent
must be shown to be invalid. In this
way, Schumer-McCain speeds generic
drugs to market while preserving the
180 day incentive—an incentive that
has encouraged generic companies to
break patents on several high-priced
blockbuster drugs and saved consumers
billions of dollars.

Schumer McCain also makes some
other adjustments to the 180-day exclu-
sivity provision. First, it clarifies that
the court decision that can start the
180-day period running is the earlier of
the date of a final decision from which
no appeal, other than a petition for re-
view by the Supreme Court, has been
or can be taken or the date of a settle-
ment order or consent decree that in-
cludes a finding that the patent at
issue is invalid or not infringed. This
provision also clarifies that it is any
such decision on the patent that will
trigger the 180-day period, not nec-
essarily one in the case to which the
generic applicant with the exclusivity
was a party. Second, the bill clarifies
that the 180-day period is available
only to the first applicant to challenge
a patent on a brand drug, and that sub-
sequent applicants that challenge dif-
ferent patents on that brand drug do
not also receive a 180-day period of ex-
clusivity, unless the first forfeits its
exclusivity, as provided for by the bill.
Third, the bill clarifies that the 180-day
period is only applicable to a generic
applicant that challenges a patent if
that applicant is sued for patent in-
fringement.

Finally, Schumer-McCain includes a
provision that is intended to forestall
frivolous challenges by brand compa-
nies to the legal legitimacy of FDA’s
bioequivalence regulations, challenges
that have substantially delayed the ap-
proval of some generic drugs. The court
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challenges by brand companies have
taken several forms, including chal-
lenges to the specifics of the FDA’s
regulations and the FDA’s authority to
issue the regulations, and have in-
volved drug products such as asthma
inhalers and topicals. The challenges
themselves frequently start as admin-
istrative challenges in the form of cit-
izen petitions and progress to legal
challenges. Each challenge delays ap-
proval or marketing of the generic, and
each one consumes valuable FDA re-
sources in defending against these fun-
damentally frivolous lawsuits. These
lawsuits are also filed notwithstanding
the holdings of different circuit courts
of appeal upholding the regulations.

The provision says that FDA’s cur-
rent regulations on bioequivalence
shall continue in effect as legitimate
exercises of FDA’s statutory authority.
The provision allows FDA to amend its
regulations through rulemaking, but it
does not preclude judicial review of
those amended regulations, nor judicial
review of an application of either the
current or amended bioequivalence reg-
ulations. Finally, the provision makes
it clear we are not changing FDA’s au-
thority under the Federal Food, Drug,
and Cosmetic Act over biological prod-
ucts.

The Hatch-Waxman Act has been a
tremendous success in stimulating
both competition and innovation. But
there are weaknesses in this law that
Schumer-McCain rightly closes. Drug
companies are entitled to fair profits
on their research and innovation. But
when patents expire, those companies
must innovate to succeed and help pa-
tients, not block competition to their
old drugs.

I also want to applaud the inclusion
of a number of important amendments
which will help lower drug costs and
ensure drug coverage for all Ameri-
cans, including Senator STABENOW’S
amendment to help States negotiate
lower ©prices and Senator ROCKE-
FELLER’S amendment to provide emer-
gency Medicaid relief to States in fis-
cal crisis.

Schumer-McCain restores the bal-
ance of the original Hatch-Waxman
Act, ends the abuses that block com-
petition, and closes the gaps in the
Hatch-Waxman Act. The Senate has
said: Stop the abuses. Now the House of
Representatives must act with us.

I thank my health staff for all their
hard work on this legislation—David
Dorsey, David Nexon, Paul Kim and
Michael Myers on S. 812. David Dorsey
made a particularly important con-
tribution to this effort, and deserves
high praise for his work. I also want to
particularly recognize the hard work
and unwavering dedication of Missy
Rohrbach with Senator SCHUMER. And
the record would be incomplete with-
out noting the very important con-
tributions of Carlos Fierro and Jeanne
Bumpus with Senator McCAIN, Kyle
Kinner with Senator EDWARDS, Michael
Bopp with Senator COLLINS, Debra Bar-
rett with Senator DoODD, Sean Donohue
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with Senator JEFFORDS, Anne Grady
with Senator MURRAY, Steve Irizarry
with Senator GREGG, and Dean Rosen
with Senator FRIST. And I am so grate-
ful, too, for the excellent contributions
of Jane Oates, Stacey Sachs, Brian
Hickey, Scott Berkowitz, Amelia
Dungan, Kent Mitchell, Jeffrey Teitz,
Melody Barnes, Marty Walsh, Jim
Manley, Stephanie Cutter and so many
others who made this legislation pos-
sible.

I ask unanimous consent that letters
of support for S. 812 be printed in the
RECORD.

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

COALITION FOR A COMPETITIVE
PHARMACEUTICAL MARKET,
Washington, DC, July 10, 2002.
Hon. EDWARD M. KENNEDY,
Chairman, Senate Health, Education, Labor
and Pensions Committee,
U.S. Senate, Washington, DC.

DEAR MR. CHAIRMAN: As a broad-based coa-
lition of large employers, consumer groups,
generic drug manufacturers, insurers, labor
unions, and others, we are writing to advise
you of our strong support for the Edwards/
Collins amendment to S. 812, the Greater Ac-
cess to Affordable Pharmaceuticals Act. We
believe it is critical that Congress act this
year to pass legislation that would eliminate
barriers to generic drug entry into the mar-
ketplace. The legislation you will be mark-
ing up today clearly would accomplish this
long-overdue need.

Prescription drug costs are increasing at
double-digit rates, and clearly are
unsustainable. Current pharmaceutical cost
trends are increasing premiums, raising co-
payments, pressuring reductions in benefits,
and undermining the ability of businesses to
compete in the world marketplace. We be-
lieve that a major contributor to the phar-
maceutical cost crisis is the use of the Drug
Price Competition and Patent Term Restora-
tion Act of 1984 clearly in ways unantici-
pated by Congress, which effectively block
generic entry into the marketplace. The re-
peated use of the 30-month generic drug mar-
keting prohibition provision and other legal
barriers have resulted in increasingly unpre-
dictable and unaffordable pharmaceutical
cost increases.

Although the compromise amendment
being offered today does not totally elimi-
nate the 30-month marketing prohibition
provision, as would be our preference, it does
make important process changes that will
lead to a more predictable, rational pharma-
ceutical marketplace. We recognize that
compromises have been necessary to garner
the support of a majority of the Members of
the Committee and appreciate your leader-
ship and the hard work of your staff. How-
ever, we would strongly oppose any addi-
tional amendments that would undermine
the intent of this legislation by further de-
laying generic access or reducing competi-
tion and increasing costs to purchasers. We
also remain opposed to legislation that
would increase costs to purchasers either
through extended monopolies or unnecessary
and costly litigation.

We are convinced that the legislation you
are advocating will make a major difference
in increasing competition in the market-
place and enhancing access to more afford-
able, high quality prescription drugs. We
look forward to working with you and other
Members of the HELP Committee to ensure
that this important legislation is enacted
this year.
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The Coalition for a Competition Pharma-
ceutical Market is an organization of large
national employers, consumer groups, ge-
neric drug manufacturers, insurers, labor
unions, and others. CCPM is committed to
improving consumer access to high quality
generic drugs and restoring a vigorous, com-
petitive prescription drug market. CCPM
supports legislation eliminate legal barriers
to timely access to less costly, equally effec-
tive generic drugs.

CCPM PARTICIPATING MEMBERS

American Association of Health Plans,
Aetna, Anthem Blue Cross and Blue Shield,
Blue Cross and Blue Shield Association, Cat-
erpillar, Inc., Consumer Federation of Amer-
ica, Families USA, Food Marketing Insti-
tute, Generic Pharmaceutical Association,
General Motors Corporation, Gray Panthers,
Health Insurance Association of America,
IVAX Pharmaceuticals, National Associa-
tion of Chain Drug Stores, National Associa-
tion of Health Underwriters, National Orga-
nization for Rare Disorders, Ranbaxy Phar-
maceuticals, TEVA USA, The National Com-
mittee to Preserve Social Security and Medi-
care, United Auto Workers, Watson Pharma-
ceuticals, and WellPoint Health Networks.

GENERAL MOTORS,
Detroit, MI, July 15, 2002.
Hon. EDWARD M. KENNEDY,
U.S. Senate, Russell Senate Office Building,
Washington, DC.

DEAR SENATOR KENNEDY: As the largest
private provider of health care coverage in
the nation, I am writing to commend you for
your leadership in supporting legislation
that removes barriers to generic competition
and reduces costs to all consumers. At Gen-
eral Motors, we insure over 1.2 million work-
ers, retirees, and their families, and on their
behalf, I want to thank you for supporting
and passing out of the Senate Health, Edu-
cation, Labor and Pensions Committee S.
812, the Greater Access to Affordable Phar-
maceuticals Act.

We now spend over $1.3 billion a year on
prescription drugs, and without relief, these
costs are projected to continue to grow at 15
to 20 percent a year. Such increases are
clearly unsustainable, and over time will
make it impossible for us to compete in the
world market.

We are convinced that your support of S.
812 will rationalize the currently distorted
marketplace that has led to increasing and
unpredictable pharmaceutical costs. This
has resulted in increasing premiums, copay-
ments, and pressures to reduce benefits. We
believe that this landmark legislation will
close the loopholes in the Hatch-Waxman
law that currently block generic entry into
the marketplace. Moreover, we believe your
leadership in supporting bipartisan amend-
ments in Committee strengthen S. 812 and
assure much-needed predictability in the
health care delivery system.

As a large employer and payer of health
care, we are pleased that the Committee
process clarified the so-called ‘‘de-listing”’
provision. This modification makes clear
that the necessary ability for generics to
challenge brand-name companies who have
inappropriately listed patents in the FDA
Orange Book does not in any way provide for
civil and monetary penalties, and solely fo-
cuses the remedy for the abusive listing on
the de-listing of the product from the Orange
Book.

Once again, I want to thank you for the
work that you and your staff have put in to
this effort. We believe that your efforts will
make a major difference in increasing pre-
scription drug competition and choice, as
well as expanding access to more affordable
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medications for our current and former em-
ployees and their families.
Sincerely,
DICK WAGONER, Jr.
President and Chief Executive Officer.
GENERIC PHARMACEUTICAL ASSOCIATION,
Washington, DC, July 10, 2002.

Hon. EDWARD M. KENNEDY,

Chairman, Senate Health, Education, Labor
and Pensions Committee, U.S. Senate, Rus-
sell Senate Office Building, Washington,
DC.

DEAR MR. CHAIRMAN: We are writing to ex-
press our strong support of the Edwards
amendment to S. 812, the Greater Access to
Affordable Pharmaceuticals Act. As the
manufacturers, suppliers, and distributers of
more than 90 percent of the nations’ generic
medicines, the Generic Pharmaceutical As-
sociation (GPhA) is all too familiar with the
abusive tactics name brand pharmaceutical
companies employ to delay consumers access
to affordable, quality generic pharma-
ceuticals and the dire need for Congress to
pass legislation to close the loopholes in the
law that the name brand industry has grown
so proficient in exploiting. We believe the
Edwards amendment effectively accom-
plishes this goal and has earned the
tripartisan support it is now receiving.

The high cost of prescription drugs is one
of the nation’s most pressing public policy
challenges today. Senior citizens, the unin-
sured, major employers, governors, consumer
groups and public and private insurers are
all looking to Congress for relief from the
unsustainable annual increases in prescrip-
tion drug costs. Increasing consumer access
to generic medicines by increasing competi-
tion in the pharmaceutical market place can
and must play a central role in any legisla-
tive plan to control drug costs. The full ben-
efits increased competition can bring to the
health care delivery system, however, cannot
be realized until Congress closes the loop-
holes in the Hatch-Waxman Act that are
thwarting competition and inflating the cost
of prescription medicines.

Abuse of the 30-month stay provision of the
Hatch-Waxman act is one of the most effec-
tive and most frequently used methods to
delay generic competition. The Generic
Pharmaceutical Association believes the
most efficient way to ensure this provision is
no longer used to delay generic competition
is to abolish it completely. However, GPhA
recognizes that compromises were necessary
to bring support for the legislation to its
current point and commends you, the other
Members of the Senate HELP Committee,
and your staff for your unwavering commit-
ment to knocking down the barriers that are
blocking access to generic medicines.

GPhA looks forward to working with you
to secure the Committee’s approval of the
Edwards amendment and would oppose any
effort to dilute or weaken it with amend-
ments that would maintain or exacerbate
the problems in the existing Hatch-Waxman
system. As always, we appreciate your lead-
ership on this issue and stalwart commit-
ment to ensuring all Americans have access
to quality, affordable health care.

Sincerely,

KATHLEEN D. JAEGER,
President and CEO.
NATIONAL ORGANIZATION
FOR RARE DISORDERS, INC.,
Danbury, CT, July 17, 2002.

Hon. EDWARD M. KENNEDY,

U.S. Senate,

Washington, DC.

DEAR SENATOR KENNEDY: For the sake of 25
million Americans with rare ‘“‘orphan’ dis-
eases, we want you to know that S. 812, the
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Greater Access to Affordable Pharma-
ceuticals Act (GAAP), and the Edwards-Col-
lins Amendment that was passed by the Sen-
ate HELP Committee on July 11, 2002, will
help millions of uninsured and underinsured
Americans to gain access to affordable medi-
cations.

GAAP will close the loopholes of the
Hatch-Waxman generic drug law that was
enacted in 1984. This will ultimately lead to
availability of lower cost generic drugs in a
timely manner. When pharmaceutical pat-
ents expire, competition would be allowed
without undue delay, and competition will
drive prices down. We believe that S. 812 will
make affordable treatments accessible to un-
insured and underinsured people, particu-
larly the elderly and younger Medicare bene-
ficiaries who receive Social Security Dis-
ability benefits. In the absence of a Medicare
prescription drug benefit, S. 812 is an essen-
tial first step in the giant leap forward that
Americans desperately need for health care.

We hope that Congress will close the loop-
holes to the Hatch-Waxman Act and deter
the frivolous lawsuits that have repeatedly
delayed availability of affordable generic
drugs. We hope that this will be the first step
in your efforts to add a much needed pre-
scription drug benefit to Medicare.

Very truly yours,
ABBEY S. MEYERS,
President.
CONSUMERS UNION,
Washington, DC, July 16, 2002.

DEAR SENATOR: Consumers Union urges
your support of the ‘“Greater Access to Af-
fordable Pharmaceuticals Act (GAAP Act) of
2001 (S. 812).”” This legislation would stream-
line and improve the generic drug approval
process, saving consumers billions of dollars.
We believe that companies trying to bring
generic drugs to market face too many un-
necessary obstacles and that the removal of
these barriers will increase competition and
deliver lower-priced drugs to consumers.

We support wider access to affordable
medicines for all Americans, especially the
uninsured, the underinsured, the elderly, and
the disabled. Today, health care costs are
spiraling out of control for consumers and
employers. Between 1999 and 2000 alone, pre-
scription drug spending increased by 17.3%—
the sixth year of double-digit increases. Ac-
cording to a 2002 Brandeis University study,
older Americans could save $250 billion over
the next ten years through the increased use
of generic drugs. The Schumer-McCain bill is
a cost-saving measure that will help rein in
spiraling prescription drug expenditures—a
critical first step toward the implementation
of an affordable Medicare prescription drug
benefit.

This legislation will improve consumer ac-
cess to generic drugs by restoring the bal-
ance between innovation and competition.
We believe that the anticipated cost savings
from this measure is a necessary foundation
for the Senate to build a comprehensive pre-
scription drug benefit into Medicare.

Sincerely,
JANELL MAYO DUNCAN,
Legislative Counsel.

Ms. CANTWELL. Mr. President, I
rise today to express my disappoint-
ment regarding our current situation
on Medicare prescription drug legisla-
tion. I am extremely disappointed that
we have not been able to pass a pre-
scription drug benefit, and I believe it
is absolutely imperative that the Sen-
ate continue to work toward this end.

The fact is, when Medicare was de-
signed in 1965, the system relied on in-
patient hospitalization and seldom on
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outpatient services, preventive care, or
patient drug therapies. At that time,
prescription drugs only accounted for
four percent of all personal health care
expenditures.

But as we enter the 21st century, the
cutting edge of health care has shifted.
Every day, as new preventive and
therapeutic drugs replace outdated in-
patient procedures, Medicare falls fur-
ther and further behind in providing
basic care.

Medicare was written to cover the
most basic health care for seniors.
When the original bill passed, the legis-
lation’s conference report explicitly
says that the intent of the program is
to provide adequate ‘‘medical aid for
needy people,” and should ‘‘make the
best of modern medicine more readily
available to the aged.”

Well, we are not making the best use
of modern medicine when millions of
seniors cannot afford access to the pre-
scription drugs they need. Prescription
drugs that had not even been developed
when Medicare was enacted are now an
essential aspect of basic health care.
We owe it to our seniors to live up to
Medicare’s original mandate and pro-
vide them the best medical care.

Unfortunately, today, beneficiaries’
current drug coverage options are often
expensive and unreliable. And as a re-
sult, nearly seven out of ten Medicare
beneficiaries lack decent, dependable
coverage for their prescription drug
needs, and more than one-third have no
coverage at all. Prescription drug ex-
penditures for the average senior in my
home State of Washington are over
$2,100 every year, over 122,000 of my
seniors spend more than $4,000 a year.

On average, one out of every five dol-
lars of every Social Security check to
Washington State’s seniors is spent on
prescription drugs. And seniors with
the most serious illnesses spend nearly
40 percent of their Social Security
check on prescription drugs. How in
the world are seniors on fixed incomes
supposed to do this? What happens to
them in an emergency?

Last week I visited three senior cit-
izen centers to discuss the current pre-
scription drug debate. This is what my
constituents told me: they want pre-
scription drug coverage to be com-
prehensive, simple to administer, guar-
anteed, stable, and based on the very
best medical technology. And most im-
portantly, they want the benefit run
through Medicare, a program they un-
derstand and upon which they depend.

I think this is the first point I want
to make about HMOs versus Medicare
as we continue to debate delivery
mechanisms for a new benefit. Seniors
do not want their prescription drug
benefit run through an HMO or other
private insurance company.

According to a June 2002 survey by
the Kaiser Family Foundation and the
Kennedy School of Government, 67 per-
cent of American people believe we
should expand Medicare to pay for part
of prescription drugs, but only 26 per-
cent say we should help seniors buy
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private insurance to pay for prescrip-
tion drugs costs.

A private delivery model gives insur-
ers complete control over whether to
offer a benefit, how much to charge,
and whether to cover drugs regardless
of whether these drugs are medically
necessary. That’s too much control
over a program that is supposed to
guarantee help for seniors.

The very basic issue here is that the
private market will not cover such a
high-risk population—especially a pop-
ulation at such risk for adverse selec-
tion. I don’t want to see this benefit be
a repeat of the Medicare+Choice pro-
gram. And if the private insurance
model hasn’t worked for the full Medi-
care benefit, it certainly won’t work
for a single benefit where utilization is
expected to be high.

Putting HMOs in charge of prescrip-
tion drug coverage would be like put-
ting Enron in charge of Social Secu-
rity.

The second point I want to make is
that seniors need a benefit that is com-
prehensive, one that covers their total
prescription drug needs. Thirty percent
of Washington seniors—212,000 people—
will fall into the benefit hole proposed
under the Tripartisan bill. But these
same seniors will need to continue to
pay their monthly premium, whatever
it is as determined by the private
HMOs or insurance companies, during
that benefit gap. My constituents will
not stand for this.

We need to pay very close attention
to the catastrophic coverage in all of
these proposals and what it means for
seniors. What we’re talking about is
covering medicines for the very sickest
seniors, and we know that the very
sickest seniors have the very highest
drug costs. In fact, just 14 percent of
the elderly population account for
nearly half of all prescription drug ex-
penditures.

Seniors account for 12.6 percent of
the general population, but a third of
all prescription drug expenditures. And
while prescriptions are expensive, in
some cases, prohibitively so, these are
the very same prescription drugs that
keep people out of the hospital, out of
the nursing home, and living vibrant
and happy lives. And while it is dif-
ficult to quantify in economic terms,
prescription drugs preserve health and
eliminate unnecessary hospitalization,
which is by far most expensive segment
of the health care.

Americans are becoming increasingly
reliant on more effective, and more
complicated, drug therapies. Total
health care spending in the United
States will total more than $1.5 trillion
this year, an increase of 8.6 percent
over last year, according to a March re-
port released by the Centers for Medi-
care and Medicaid Services.

The other part of this debate con-
cerns the need to get generic medica-
tions to the market, and to our Na-
tion’s seniors and disabled, more quick-
ly. Generic medicines account for 42
percent of all prescriptions dispensed
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in America and on average are put on
the market at 75 percent of the cost of
their name-brand rivals.

But we know that the current pre-
scription drug patent system is broken,
and I am extremely concerned that
pharmaceutical companies may be act-
ing illegally to extend their patents
and prevent less expensive generic
drugs from entering the market. To fix
it, we need to eliminate patent loop-
holes that drug companies use to pre-
vent price competition from generic al-
ternative drugs.

We need to strengthen existing stat-
utes, including antitrust laws. We need
to stop drug company abuses that pre-
vent generic competition and lower
prices, stop illegitimate patent
“‘evergreening,” and stop anticompeti-
tive sweetheart deals between brand
name and generic companies.

I am pleased that the underlying bill
we are considering would get lower-
priced generics on the market faster,
especially since we know that prescrip-
tion drug expenditures are the fastest
growing segment of the health care
market, with spending on outpatient
prescription drugs in the U.S. increas-
ing by 17 percent over last year. It is
absolutely incredible that outpatient
drug expenditures have more than dou-
bled in the last five years.

Drug expenditures in the United
States rose from about $5.5 billion in
1970 to a projected $161 billion this
year, and CMS predicts that prescrip-
tion drug expenditures will continue to
increase faster than any other category
of health care spending throughout the
next ten years. Medicare beneficiaries
alone will spend $1.5 trillion on pre-
scription drugs over the next ten years.

Those two factors, great dependency
on drug therapies and skyrocketing
drug prices, put us on a collision course
in our efforts to provide affordable
health care.

I know that many of my colleagues
are concerned that the money isn’t
there for this benefit, and I, too, have
no doubt that a new benefit will be ex-
tremely expensive. The Congressional
Budget Office estimates that the origi-
nal Graham amendment will cost $576
billion over 10 years, and it spends
about $85 billion a year by the end of
the decade.

This new spending is in addition to
the fact that the Medicare budget will
reach at least $498 billion by 2012, and
will begin spending out more than it
brings in by 2016. Sustainable financing
of the Medicare program is a looming
problem that must be addressed.

But while we discuss the potential
cost of a new benefit, we also need to
discuss national priorities. I believe we
can do a prescription drug benefit
while living within our budget, and we
can do so by having a clear vision for
our country’s priorities. One of my top
priorities is getting a new prescription
drug benefit to the Medicare bene-
ficiaries in Washington state. But this
may mean making other tough choices.

There is no doubt that if we interject
all of these issues into the political de-
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bate surrounding the need to provide
Medicare coverage of prescription
drugs for our elderly and disabled, we
have a debate to be rivaled by few oth-
ers.

But the reality is that the Senate
needs to move past the argument of
whether or not to include prescription
drugs in the Medicare program. We
know there is a problem, and it is up to
us to find a solution.

Congress is trying to take a reasoned
and rational approach to integrating a
new prescription drug benefit into the
Medicare program.

I strongly believe that we need to in-
clude a prescription drug benefit in the
Medicare program and I will continue
to fight to ensure that all Washing-
tonians have access to the prescription
medications they need.

Finally, I want to briefly address the
geographic disparities in Medicare pro-
vider payments. I am especially con-
cerned that providers serving a dis-
proportionate number of Medicare and
Medicaid patients are facing
unsustainable fee reductions.

Every day I hear from my constitu-
ents that they are facing increasing
difficulty in getting primary care serv-
ices, and from physicians who can no
longer afford to take on new Medicare
patients. In fact, 57 percent of Wash-
ington state physicians are limiting
the number or dropping all Medicare
patients from their practices.

We absolutely must ensure that
Medicare providers, hospitals, physi-
cians, home health agencies, physical
therapists, nursing homes, are paid
enough to cover the cost of providing
care to Medicare beneficiaries. I cer-
tainly hope that the Finance Com-
mittee, working with the Leadership
on both sides, will pass a reimburse-
ment package before we adjourn the
107th Congress. It will do us little good
to provide a new Medicare benefit if
there are no physicians willing or
available to write prescriptions for
Medicare beneficiaries.

Mr. MCCAIN. Mr. President, the
Greater Access to Affordable Pharma-
ceuticals Act, GAAP, provides a real
opportunity to benefit all consumers of
prescription drugs. In the recently con-
cluded study of the abuses of the
Hatch-Waxman act, the Federal Trade
Commission concluded that there is a
need for Congress to act and to act
quickly to end the exploitation of loop-
holes in current law that has delayed
the entry of generic drugs into the
market. S. 812 would allow consumers
earlier access to generic versions of
drugs while protecting the intellectual
property rights of the brand name drug
innovators—a protection that is nec-
essary for their continued investment
in research and development of new
and improved pharmaceuticals.

S. 812 would accomplish five impor-
tant objectives. First, the bill would
limit the ability of brand name drug
companies to delay the marketing of
generic competitors. It does this by
limiting brand name drug companies to
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only one automatic 30-month stay.
Under current law, brand name drug
companies can prevent generic sub-
stitutes from coming to market by
suing the generics for patent infringe-
ment, thus triggering an automatic
stay of up to 30 months on the FDA’s
approval of the generic drug. By bring-
ing successive patent infringement
suits, brand name drug companies have
obtained sequential stays, and Kkept
generics off the market much longer
than 30 months.

Allowing for only one automatic
delay is consistent with the FTC’s re-
cent recommendations. In its report,
the FTC recommended that only one
stay be allowed, and noted that: prior
to 1998, only 1 out of 9 blockbuster
drugs products involved at least three
patent lawsuits, whereas after 1998, 5 of
the 8 blockbuster products involved at
least three lawsuits. . . .

[Clases involving multiple patents
take longer than those involving fewer
patents [to resolve] the FTC wrote, and
the Commission found that the mul-
tiple stacking of automatic stays de-
layed the approval of generic drug ap-
plications from between 4 and 40
months beyond the initial 30-month pe-
riod.

There is no doubt that these stays
have cost consumers enormous sums of
money by preventing their access to
cheaper generic versions of drugs. Al-
lowing for one 30-month stay, as S. 812
does, strikes a balance between the
rights of brand name drug companies
seeking to protect their legitimate pat-
ents, and the rights of consumers to ac-
cess generic drugs without unreason-
able delay due to ‘‘gaming’’ of the sys-
tem.

Second, the GAAP Act would modify
the provision in current law that al-
lows the first-to-file generic drug man-
ufacturer an exclusive 180-day period to
market its drug without competition
from other generic manufacturers. The
180-exclusivity period was intended to
provide a needed incentive for chal-
lenging dubious patents. Like the auto-
matic 30-month stay, however, this 180-
day exclusivity has been abused. Brand
name and generic drug companies have
colluded in deals in which the brand
name manufacturer effectively extends
its own period of exclusivity by paying
the generic drug manufacturer to stay
out of the market for the six months
during which the generic would other-
wise be able to compete. When this oc-
curs, the brand name manufacturer
wins, and the generic manufacturer
wins, but consumers lose. To prevent
this type of abuse, S. 812 modifies cur-
rent law so that first-to-file generic
manufacturers that engage in anti-
competitive conduct and do not go to
market, lose the privilege of the 6-
month exclusivity in the generic mar-
ket, and, in certain circumstances,
that exclusivity ‘‘rolls” over to the
next generic competitor.

Third, the legislation would require
generic drug applicants to the FDA to
provide a more detailed ‘‘paragraph
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IV” filing. This means that the patent
holder will not only receive a general
notice that its patent is being chal-
lenged, but the generic drug applicant
will be required to provide a more de-
tailed legal basis of its assertions re-
garding the original patent’s validity.
This is an important protection for the
brand name manufacturers because
they will receive more information
about the nature of the patent chal-
lenge as opposed to a simple notice
that a generic application has been
filed.

Fourth, S. 812 would clarify that the
FDA’s existing regulations as they per-
tain to bioequivalence have the effect
of law. Currently, bio-equivalence is
demonstrated through blood level stud-
ies, and only in some circumstances
has the FDA allowed for limited human
data to be submitted for products
where blood studies are inapplicable. S.
812 would allow the FDA to amend its
regulations as necessary and clarify its
authority over biological products
under the Federal Food, Drug and Cos-
metic Act.

The fifth significant change to cur-
rent law relates to how to clean up
abuses of the ‘“‘Orange Book’’, the man-
ual in which the FDA lists all patents
on pharmaceutical drugs. S. 812 allows
generic manufacturers in certain in-
stances to bring a cause of action to
“‘de-list” or ‘‘rename’ a drug patent.
Current law provides no means for
“‘delisting’’ a patent, although doing so
can speed the marketing of generic
drugs, particularly in cases involving
patents that are patently frivolous and
for which the brand name manufactur-
ers clearly would not win a patent in-
fringement suit. While purging the Or-
ange Book of frivolous patents is im-
portant, I understand that some Sen-
ators are concerned that the new cause
of action to ‘‘delist’” will not speed the
availability of generic drugs, but will
lead to a snarl of litigation. I hope
these concerns can be reviewed in con-
ference.

Over twenty years ago, Hatch-Wax-
man established the procedures for
bringing generic drugs to consumers
and set out to strike a balance that
would allow drug innovators to protect
their innovations, while allowing ge-
neric drugs easier access into the mar-
ket. In large part, Hatch-Waxman suc-
ceeded in bringing new lower-cost al-
ternatives to consumers, and encour-
aging more investment in U.S. pharma-
ceutical research and development.
This has been evident in the years
since the enactment of Hatch-Waxman,
where research and development has
increased from $3 billion to $21 billion.
Loopholes in the law, however, have
delayed benefits to consumers. It is
time to close them.

The Congressional Budget Office,
CBO, recently released results of its es-
timate of S. 812, finding that total drug
expenditures in this country over the
next ten years, 203 to 2012, will be
roughly $4.7 trillion. If the delays re-
sulting from numerous lawsuits and
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agreements that arise under current
law were eliminated, the CBO esti-
mates that S. 812 would result in a sav-
ings of up to 7 percent, or $320 billion.
For consumers, particularly seniors,
the uninsured, and those on Medicare,
this is a tremendous savings.

Congress will improve the lives of
many Americans by passing the under-
lying language of S. 812. I urge my col-
leagues to do this now.

Mr. GRASSLEY. Mr. President, I'd
like to say a few words about the
Hatch-Waxman provisions that were
contained in S. 812 that passed this
morning. Ensuring access to affordable
prescription drugs is a top priority for
me. The challenge is to strike the right
balance so consumers have timely ac-
cess to medicine that’s affordable and
so that new, groundbreaking pharma-
ceuticals continue to be developed. I
voted for S. 812 because I want Iowans
and all Americans to benefit as much
as possible from the competition and
lower prices that generic drugs bring
about in the marketplace. This bill
starts to close loopholes in the current
Hatch-Waxman law and stop abuses
that may have contributed to the delay
in market entry to generic drugs and
kept drug prices high. I believe that
this is a good first step toward recog-
nizing and addressing concerns about
abuses in the current system. However,
I still have concerns about the drafting
of a few of the provisions in this legis-
lation.

For example, I'm concerned abut the
new private right of action created by
S. 812. The current Hatch-Waxman law
does not allow for such a remedy, and
this could cause unnecessary and in-
creased litigation. I also share the con-
cerns that Senator Frist expressed re-
garding the bioequivalency provision. I
think that we need to clarify that this
provision should in no way adversely
impact or lessen public safety. Further,
I think that we should clarify that the
provision dealing with the 45 day para-
graph IV notice does not eliminate all
legal avenues with respect to a com-
pany being able to protect it’s rights
with respect to a patent. There might
be a few other changes that would be
beneficial to the bill. Nevertheless, I'm
hopeful that we can improve on this
legislation. We need to be able to close
the loopholes, but also ensure that we
keep the proper balance between pro-
moting timely access to affordable ge-
neric drugs and giving brand-name
companies reasonable intellectual
property protections so they will con-
tinue to innovate and find new cures
and drugs.

I was disappointed that the Senate
was not able to consider an amendment
I wanted to offer with Senator Leahy
which would have required brand-name
and generic companies to file with the
Federal Trade Commission and Justice
Department any agreements that deal
with the 180 day exclusivity provision
of the Hatch-Waxman law. The lan-
guage of our amendment is exactly the
language contained in S. 754, as re-
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ported out of the Judiciary Committee
last November. So everyone Kknows,
this legislation is fully supported by
the Federal Trade Commission report
that came out just yesterday. In fact,
the Federal Trade Commission report
said ‘“‘we believe that notification of
such agreements to the Federal Trade
Commission and the U.S. Department
of Justice is warranted. We support the
Drug Competition Act of 2001, S. 754,
introduced by Senator Leahy, as re-
ported by the Committee on the Judici-
ary.” I'm putting my colleagues on no-
tice that I will work to get this legisla-
tion passed to ensure that lower price
drugs get to market as soon as pos-
sible.

I want Iowans to benefit from new
scientific research and innovative drug
products. Patent protections help pro-
vide incentives for these developments.
With the practice of medicine today
being so dependent on prescription
drugs and with a new, taxpayer-fi-
nanced prescription drug benefit on the
horizon, I'll continue to work to make
sure Congress maintains the right bal-
ance between patent protection and ac-
cess to generic drugs.

Mr. McCAIN. I would like to take the
opportunity to talk about the under-
lying bill, S. 812, which, until now, has
been largely treated in this two week
debate as little more than a vehicle for
a grander, more politically salient, but
also more elusive, prescription drug
benefit.

If the Senate fails to pass the under-
lying bill, the Greater Access to Af-
fordable Pharmaceuticals Act, GAAP,
will lose a real opportunity to benefit
all consumers of prescription drugs. In
a recently concluded study of the
abuses of the Hatch-Waxman act, the
Federal Trade Commission concluded
that there is a need for Congress to act
and to act quickly to put an end to the
anti-competitive abuses that have de-
layed the entry of generic drugs into
the market. S. 812 would allow con-
sumers earlier access to generic
versions of drugs while protecting the
intellectual property rights of the
brand name drug innovators, a protec-
tion that’s necessary for their contin-
ued investment in research and devel-
opment of new and improved pharma-
ceuticals.

While the brand name drug manufac-
turers have decried this bill, which has
been portrayed by some as a boon to
generic drug makers, I assure you that
these portrayals are not accurate. The
consumer is the intended beneficiary of
this legislation, plain and simple.

S. 812 would accomplish five impor-
tant objectives. First, the bill would
limits the ability of brand name drug
companies to delay the marketing of
generic competitors. It does this by
limiting brand name drug companies to
only one automatic 30-month stay on
the marketing of generic drugs. Under
current law, brand name drug compa-
nies can prevent generic substitutes
from coming to market by suing the
generic for patent infringement and in
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so doing, stop the FDA, for up to 30
months, from approving the cheaper
substitute. By bringing successive pat-
ent infringement suits, brand name
drug companies have obtained sequen-
tial 30-month stays, and kept generics
off the market much longer than 30
months.

Allowing for only one automatic
delay is consistent with the rec-
ommendation the Federal Trade Com-
mission made recently in its com-
prehensive study of anticompetitive
abuses of current law by brand name
and generic drug companies. In its re-
port, the FTC recommended that only
one stay be allowed, and noted that
“prior to 1998, only 1 out of 9 block-
buster drug products involved at least
three patent lawsuits, whereas after
1998, 5 of the 8 blockbuster products in-
volved at least three lawsuits.”
“[Clases involving multiple patents
take longer than those involving fewer
patents [to resolve]” the FTC wrote,
and the Commission found that the
multiple stacking of 30-month stays
prevented the FDA from approving ge-
neric ANDAs from 4 to 40 months be-
yond the initial 30-month stay.

There is no doubt that these stays
have prevented or delayed generic
drugs from entering the marketplace
and increased the price of prescription
drugs. Allowing for one 30-month stay,
as S. 812 does, strikes a balance be-
tween the rights of brand name drug
companies seeking to protect their le-
gitimate patents, and the rights of con-
sumers to access generic drugs without
unreasonable delay due to ‘‘gaming’ of
the system. I understand that there is
disagreement regarding which patents
should be afforded protection under the
automatic stay, however, I believe we
can all acknowledge that allowing for
one, and only one stay, is the most ef-
fective way to prevent frivolous law-
suits that delay consumers’ access to
less expensive pharmaceuticals.

Second, the GAAP Act would modify
the provision in current law that al-
lows the first-to-file generic drug man-
ufacturer an exclusive 180-day period to
market its generic drug without com-
petition from other generic manufac-
turers. The 180-exclusivity period was
intended to provide a needed impetus
for generic companies to challenge du-
bious patents. Like the automatic 30-
month stay, however, this 180-day ex-
clusivity has been abused. Brand name
and generic drug companies have
colluded in deals in which the brand
name manufacturer effectively extends
its own period of exclusivity by paying
the generic drug manufacturer to stay
out of the market for the six months
during which the generic would other-
wise be able to compete. When this oc-
curs, the brand name manufacturer
wins, and the generic manufacturer
wins, but consumers lose. To prevent
this type of abuse, S. 812 modifies cur-
rent law so that first-to-file generic
manufacturers that engage in anti-
competitive conduct and do not go to
market, lose the privilege of 6-month
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exclusivity in the generic market, and,
in certain circumstances, that exclu-
sivity ‘‘rolls’” over to the next generic
competitor.

Third, the legislation would require
generic drug applicants to the FDA to
provide a more detailed ‘‘paragraph
IV” filing. This means that the patent
holder will not only receive a general
notice that its patent is being chal-
lenged, but the generic drug applicant
will be required to provide a more de-
tailed legal basis for its assertions re-
garding the original patent’s validity.
This is an important protection for the
brand name manufacturers because
they will receive more information
about the nature of the patent chal-
lenge as opposed to a simple notice
that a generic application has been
filed.

Fourth, S. 812 would clarify that the
FDA’s existing regulations as they per-
tain to bio-equivalence have the affect
of law. Currently, bio-equivalence is
demonstrated through blood level stud-
ies, and only in some circumstances
has the FDA allowed for limited human
data to be submitted for products
where blood studies are inapplicable. S.
812 would allow the FDA to amend
their regulations as necessary and clar-
ify their authority over biological
products under the Federal Food, Drug
and Cosmetic Act.

The fifth significant change to cur-
rent law relates to how to clean up
abuses of the ‘‘Orange Book’’, the man-
ual in which the FDA lists all patents
on pharmaceutical drugs. The provi-
sion in the current bill, allows generic
manufacturers in certain instances to
bring a cause of action to ‘‘de-list” or
“‘re-name” a drug patent. Current law
provides no means for ‘‘delisting” a
patent, although doing so can speed the
marketing of generic drugs, particu-
larly in cases involving patents that
are patently frivolous and for which
the brand name manufacturers clearly
would not win a patent infringement
suit.

The cause of action for generic manu-
facturers to ‘‘delist” patents was a pro-
vision that was added to S. 812 late in
the process, and it is controversial. Op-
ponents argue that doing so will sig-
nificantly increase and complicate liti-
gation without clearly making generic
drugs available to consumers more
quickly. How the cause of action in S.
812 will work is yet unclear. I hope that
during conference on this legislation,
we can consider not only the provision
in the Senate bill, but also the proposal
mentioned in the FTC’s recent report
to permit a claim for ‘‘delisting’ to be
brought, not as an original and sepa-
rate action, but as a counterclaim in
the context of a patent infringement
lawsuit. Such an approach may be
more appropriate in that it could re-
duce the number of lawsuits, but still
allow generic manufacturers a way to
““delist” frivolous patents through
summary judgments or other motions
that can be raised in the context of
patent infringement litigation.
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Over twenty years ago, Hatch-Wax-
man establishes the procedures for
bringing generic drugs to consumers
and set out to strike a balance in the
pharmaceutical industry that would
allow brand name manufacturers to
protect their innovations, while allow-
ing generic brands easier access into
the market. In large part, Hatch-Wax-
man succeeded in bringing new lower-
cost alternatives to consumers, and en-
couraging more investment in TU.S.
pharmaceutical research and develop-
ment. This has been evident in the 15
years since the enactment of Hatch-
Waxman, where research and develop-
ment has increased from $3 billion to
$21 billion. Loopholes in the law, how-
ever, have delayed benefits to con-
sumers. It is time to correct this.

The Congressional Budget Office,
CBO, recently released results of its es-
timate of S. 812 finding that total drug
expenditures in this country over the
next ten years (2003 to 2012) will be
roughly $4.7 trillion. If the delays re-
sulting from numerous lawsuits and
agreements were eliminated, the CBO
estimates that S. 812 would result in a
savings of up to 7 percent or $320 bil-
lion. For consumers, particularly sen-
iors, the uninsured, and those on Medi-
care, this is a tremendous savings.

Congress will improve the lives of
many Americans by passing the under-
lying language of S. 812. I urge my col-
leagues to do this now.

Mr. LEAHY. Mr. President, I am dis-
appointed that at the very last mo-
ment, the acceptance of the Drug Com-
petition Act of 2001 as an amendment
to ‘“The Greater Access to Affordable
Pharmaceuticals Act,” S. 812 was with-
drawn. This bill, which enjoys the jus-
tified support of the administration’s
antitrust enforcement agencies, would
have brought lower-priced generic
drugs to the marketplace. Along with
Senator GRASSLEY, I have every con-
fidence that this bill would have gar-
nered the overwhelming support of our
colleagues on both sides of the aisle
and would have benefitted every Amer-
ican purchasing prescription drugs, and
am mystified by the reversal of the
agreement to accept it. I thank Sen-
ator GRASSLEY and Senator KENNEDY
for their support.

Prescription drug prices are rapidly
increasing, and are a source of consid-
erable concern to many Americans, es-
pecially senior citizens and families.
Generic drug prices can be as much as
80 percent lower than the comparable
brand name version. S. 812 is a tremen-
dous effort to improve timely introduc-
tion of generic pharmaceuticals into
the marketplace, and into our medi-
cine cabinets, and our amendment will
provide an important tool in making
that effort successful.

While the Drug Competition Act is a
small bill in terms of length, it is a
large one in terms of impact. It will en-
sure that law enforcement agencies can
take quick and decisive action against
companies that are driven more by
greed than by good sense. It gives the
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Federal Trade Commission and the
Justice Department access to informa-
tion about secret deals between drug
companies that keep generic drugs off
the market. This is a practice that
hurts American families, particularly
senior citizens, by denying them access
to low-cost generic drugs, and further
inflating medical costs.

This had been a genuine bipartisan
effort, and I must thank all my col-
leagues, including Senator HATCH who
has a long-standing interest in these
issues and who has praised S. 754 on the
floor in recent days. Also, sub-com-
mittee Chairman KOHL has worked
with me from the start on this effort,
and I particularly want to thank our
co-sponsor Senator GRASSLEY, who has
worked hard to reach consensus on this
bill that will help protect consumers.
This bill passed unanimously out of the
Judiciary Committee last October, but
it has been the subject of an anony-
mous hold on the floor, presumably un-
related to the merits. Partisan politics
should not further delay enactment of
this sensible, and universally ap-
plauded, bill into law.

In fact, just yesterday the FTC re-
leased its long-awaited report on the
entry of generic drugs into the pharma-
ceutical marketplace. The FTC had
two recommendations to improve the
current situation, to close the loop-
holes in the law that allow drug manu-
facturers to manipulate the timing of
generics’ introduction to the market.
One of those recommendations was
simply to enact S. 754, as the most ef-
fective solution to the problem of
“sweetheart’” deals between brand
name and generic drug manufacturers
that keep generic drugs off the market,
thus depriving consumers of the bene-
fits of quality drugs at lower prices. In
short, this bill enjoys the unqualified
endorsement of the Republican FTC,
which follows on the support by the
Clinton Administration’s FTC during
the initial stages of our formulation of
this bill. We can all have every con-
fidence in the common sense approach
that S. 754 takes to ensuring that our
law enforcement agencies have the in-
formation they need to take quick ac-
tion, if necessary, to protect consumers
from drug companies that abuse the
law.

The issue of drug companies paying
generic companies not to compete was
exposed last year by the FTC, and by
articles in major newspapers, including
an editorial in the July 26, 2000, The
New York Times, titled “Driving Up
Drug Prices.” This editorial concluded
that the problem ‘‘needs help from
Congress to close loopholes in federal
law.”” And while the FTC has sued
pharmaceutical companies that have
made such secret and anticompetitive
deals, as the then Director of the Bu-
reau of Competition Molly Boast testi-
fied before the Judiciary Committee in
May 2001, the antitrust enforcement
agencies are only finding out about
such deals by luck, or by accident.

Under current law, the first generic
manufacturer that gets permission to
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sell a generic drug before the patent on
the brand-name drug expires, enjoys
protection from competition for 180
days, a head start on other generic
companies. That was a good idea, but
the unfortunate loophole exploited by a
few is that secret deals can be made
that allow the manufacturer of the ge-
neric drug to claim the 180-day grace
period, to block other generic drugs
from entering the market, while, at the
same time, getting paid by the brand-
name manufacturer to not sell the ge-
neric drug.

The bill would have closed this loop-
hole for those who want to cheat the
public, but keeps the system the same
for companies engaged in true competi-
tion. The deals would be reviewed only
by those agencies—the agreements
would not be available to the public. I
think it is important for Congress not
to overreact in this case and throw out
the good with the bad. Most generic
companies want to take advantage of
this 180-day provision and deliver qual-
ity generic drugs at much lower costs
for consumers. We should not eliminate
the incentive for them. Instead, we
should let the FTC and Justice look at
every deal that could lead to abuse, so
that only the deals that are consistent
with the intent of that law will be al-
lowed to stand.

This bill would have accomplished
precisely that goal. Moreover, it fits
neatly into S. 812’s provisions requiring
a generic drug company that has been
granted the exclusive, 180-day period
on the market to forfeit that privilege
if it makes a deal with a brand name
company, or otherwise delays bringing
its generic drug into the marketplace.
Such a generic company must relin-
quish that 180-day privilege to the next
generic manufacturer that can come to
market. Both S. 812 and S. 754 share
the goal of ensuring effective and time-
ly access to generic pharmaceuticals
that can lower the cost of prescription
drugs for seniors, for families, and for
all of us.

Mr. KERRY. Mr. President, I am dis-
appointed that the Senate was unable
to pass the Graham-Miller-Kennedy
amendment last week, as it would have
established a comprehensive prescrip-
tion drug benefit for our Nation’s sen-
iors. I strongly supported the Graham-
Miller-Kennedy plan, as I believe it of-
fered the best solution to the problem
our senior citizens face in finding a
way to afford the prescription drugs
they need to stay healthy. Given the
failure of the Senate to pass the Gra-
ham-Miller-Kennedy amendment,
which I voted for, I now lend my sup-
port to the low-income, catastrophic
benefit proposal that has been offered
by my colleagues, Senators BOB GRA-
HAM and GORDON SMITH. While I would
rather the Senate take a stand in sup-
port of a more comprehensive benefit,
the Graham-Smith amendment marks
an important first step in making sure
that our country delivers on the prom-
ise that Medicare made to our Nation’s
seniors almost 30 years ago.
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Medicare was enacted in 1965, under
the leadership of President Lyndon
Johnson, as a promise to the American
people that, in exchange for their years
of hard work and service to our coun-
try, their health care would be pro-
tected in their golden years. But that
promise has not been fulfilled. Across
our country, millions of seniors have
cried out for help in paying for their
prescription medication. Too many of
our parents and grandparents confess
that they are unable to afford the
drugs their doctors prescribe for them.
Too many of our parents and grand-
parents have to choose between paying
for their rent, getting their groceries
or buying the medicine they need to
stay healthy.

Prescription drug expenditures are
skyrocketing—with the drug prices fac-
ing seniors growing at four times the
rate of inflation. These costs are forc-
ing our Nation’s elders to pile into
buses, and travel into Canada and Mex-
ico where they can purchase the medi-
cine they need for 30 percent less of the
cost in the United States. These costs
are driving Americans across our bor-
ders to obtain the prescription medica-
tions our very own pharmaceutical
companies have developed here at
home.

I appreciate the biotechnology revo-
lution being driven publicly, by the Na-
tional Institutes of Health, and pri-
vately, by the pharmaceutical indus-
try. The advancements in modern med-
icine are truly spectacular, and many
of the most inspiring discoveries are
being made by biotechnology compa-
nies in my own State of Massachusetts.
I am proud of the work being done in
my state and across the country. With
continued investment in research, sci-
entists predict that we may be 5 to 10
years away from major breakthroughs
in medical treatment for diseases like
Alzheimer’s and Parkinson’s. But I
ask, of what consequence are medical
discoveries if they never leave the lab-
oratory or move beyond the shelf of a
local pharmacy?

The Graham-Smith amendment will
help move those medications from
pharmacy shelves into the hands of the
seniors whose lives depend on them.
Graham-Smith offers all seniors pro-
tection against high drug bills, estab-
lishing Medicare coverage of all drug
costs incurred over $3,300. In addition
to catastrophic coverage, the Graham-
Smith proposal will provide every sen-
ior, regardless of income, up to a 30
percent discount on drugs purchased
before they reach the $3,300 stop-loss.
For low-income seniors, the Graham-
Smith plan provides special assistance,
covering all drug costs for those bene-
ficiaries below 200 percent of the Fed-
eral poverty level.

The Graham-Smith amendment will
provide protection to all seniors
against the high cost of prescription
drugs. It is not the ideal solution, but
it targets the seniors who need help the
most. The sickest seniors will be pro-
tected from out-of-control costs, which
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every senior needs as insurance against
a serious illness. Seniors with low in-
comes are guaranteed the drugs they
need so they don’t have to choose be-
tween prescription drugs and other ne-
cessities. This amendment provides a
solid first step toward the goal of pro-
viding a comprehensive, reliable Medi-
care prescription drug benefit for our
seniors.

I urge my colleagues to join me in
support of the Graham-Smith amend-
ment. But let us not abandon our goal
of establishing a more complete pre-
scription drug benefit. Graham-Smith
is a good first step, but we must con-
tinue the journey. Unless we establish
a comprehensive Medicare drug ben-
efit, the health of an entire generation
will continue to be in jeopardy. We
must act to deliver on that promise
that President Johnson made 25 years
ago. Our Nation’s seniors deserve no
less.

Mrs. BOXER. Mr. President, I am dis-
appointed that after nearly three
weeks of debate, the Senate has been
unable to pass a prescription drug ben-
efit for seniors. Millions of senior citi-
zens across the country desperately
need this help.

In California alone there are nearly
3.8 million Medicare beneficiaries. Ac-
cording to the most recent estimates,
684,000 of those Californians have no
prescription drug coverage.
Unsurprisingly, low-income California
seniors make up the majority of those
currently suffering. However, this is an
issue that cuts across socioeconomic
lines to affect all seniors, throughout
my State and throughout the Nation.

It is easy to listen to numbers and
forget that there are faces behind those
numbers—real people with real health
care problems. But that is precisely
why this debate is so important. There
are seniors in this country who are
being gouged by the prices of prescrip-
tion drugs, who are choosing to skip
doses to make their drugs last, and
who are holding off as long as possible
before they fill their prescriptions be-
cause they simply can’t afford it. This
is a travesty, and one that we must ad-
dress.

We had a tremendous opportunity to
address this situation and to provide
seniors with a comprehensive prescrip-
tion drug benefit under Medicare. I
supported a proposal to provide a vol-
untary, affordable prescription drug
benefit for all seniors under Medicare,
with special assistance to those with
low incomes. This proposal would pro-
vide a reliable benefit for the people
who spend the most on drugs and who,
in many cases, can least afford it: sen-
ior citizens. Unfortunately, because of
opposition from the other side of the
aisle, that effort failed.

Fortunately, all is not lost. While we
were unable to make prescription drugs
more accessible to seniors, I am
pleased that we were able to take steps
to make prescription drugs more af-
fordable for everyone.

I supported—and we passed—a provi-
sion that will allow drug reimportation
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from Canada. In Canada, the exact
same drugs often cost one-third the
price. However, pharmacies in this
country are not currently allowed to
buy drugs in Canada to sell in the
United States, which would pass these
savings on to consumers. That should
change as long as those drugs meet
strict safety standards before entering
our country. This provision will allow
that to happen.

I supported—and we passed—a provi-
sion that will allow states to negotiate
lower drug prices for all of their citi-
zens who currently lack prescription
drug benefits. States currently nego-
tiate drug prices for their Medicaid re-
cipients, the poorest of our Nation’s
citizens. This provision will give States
an even larger market power to ensure
even deeper discounts for all residents
who lack prescription drug coverage.

Finally, I supported—and we passed—
a proposal to close the loopholes that
currently allow brand-name drug com-
panies to keep generic drugs off the
market, even after the original patent
on the drug has expired. Bringing
generics to market ensures greater
competition and ultimately reduces
prices. This should not be unfairly
stalled by brand-name companies that
want to maintain their monopoly on
the market.

These are all important ways in
which we will be able to bring the costs
of drugs down for all Americans, young
and old, rich and poor. We must pro-
vide seniors with a true Medicare pre-
scription drug benefit, so that they are
no longer forced to choose between
drugs and food or rent. We may not
have succeeded today, but I will keep
fighting to see it happen in the very
near future.

Ms. COLLINS. Mr. President, I rise in
strong support of the Greater Access to
Affordable Pharmaceuticals Act, which
will make prescription drugs more af-
fordable by promoting more competi-
tion in the pharmaceutical industry
and increasing access to lower priced
generic drugs.

I was very pleased to have the oppor-
tunity to work with my colleague, the
Senator from North Carolina, in offer-
ing this compromise in the Health,
Education, Labor, and Pensions Com-
mittee, where it was approved by a
strong bipartisan vote. I also recognize
the leadership and hard work of the
Senators from New York and Arizona
on this critical issue.

Prescription drug spending in the
United States has increased by 92 per-
cent over the past 5 years to almost
$120 billion. These soaring costs are a
particular burden for the millions of
uninsured Americans, as well as for
those seniors on Medicare who lack
prescription drug coverage. Many of
these individuals are simply priced out
of the market or forced to choose be-
tween paying the bills or buying the
pills they need to remain healthy.

Skyrocketing prescription drug costs
are also putting the squeeze on our Na-
tion’s employers who are struggling in
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the face of double-digit increases in
their insurance premiums. They are
finding it increasingly difficult to con-
tinue to provide health care coverage
for their employees.

Soaring costs are also exacerbating
the Medicaid funding crisis that all of
us are hearing about from our Gov-
ernors back home who are struggling
to bridge shortfalls in the States’ budg-

ets.

In 1984, the Hatch-Waxman Act made
significant changes in our patent laws
that were intended to encourage phar-
maceutical companies to make the in-
vestments necessary to develop new
drug products while simultaneously en-
abling their competitors to bring lower
cost, generic equivalents to the mar-
ket. We should acknowledge that, to a
large extent, the original Hatch-Wax-
man Act succeeded. The law has speed-
ed access to generic drugs in the mar-
ket. As a consequence, consumers are
saving anywhere between $8 and $10 bil-
lion a year by purchasing lower priced
generic drugs.

Moreover, there are even greater po-
tential savings on the horizon. Within
the next 4 years, the patents on brand
name drugs with combined sales of $20
billion are set to expire. If Hatch-Wax-
man were to work as it was intended,
consumers could expect to save be-
tween 50 and 60 percent on these drugs
as lower-cost generic alternatives be-
comes available after these patents ex-
pire.

But despite the past successes of this
law, it has become increasingly evident
that the Hatch-Waxman Act has been
subject to abuse. While many pharma-
ceutical companies have acted in good
faith, there is mounting evidence that
others have attempted to game the sys-
tem by exploiting legal loopholes in
the current law. The result is, too
many pharmaceutical companies have
maximized their profits at the expense
of consumers by filing frivolous law-
suits that have delayed access to lower
priced generic drugs.

Just yesterday, the Federal Trade
Commission released its long-awaited
study that found that brand name drug
manufacturers have, indeed, misused
the law to delay the entry of lower cost
generics into the market. The FTC
found that these tactics have led to
delays of between 4 and 40 months—
over and above the first 30-month stay
provided under Hatch-Waxman—for ge-
neric competitors of at least eight
drugs—eight very popular drugs—since
1992. Moreover, six of these eight
delays have occurred since 1998.

The FTC report identifies two spe-
cific provisions of the current law—the
automatic 30-month stay and the 180-
day market exclusivity provision—as
being susceptible to challenges and
strategies that delay the entry of lower
cost generic alternatives into the mar-
ket. According to the FTC report,
these loopholes ‘‘continue to have the
potential for abuse’” and, if left un-
changed, ‘“‘may have [even] more sig-
nificance [for consumers] in the fu-
ture.” I am pleased to say that these
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are the very loopholes that our bill
would close.

The Congressional Budget Office esti-
mates that our legislation would cut
our Nation’s drug costs by an astound-
ing $60 billion over the next 10 years. It
is no wonder that our proposal is sup-
ported by coalitions representing the
Governors, employers, insurers, orga-
nized labor, seniors groups, and indi-
vidual consumers who are footing the
bill for these expensive drugs and
whose costs for many popular drugs
could be cut in half if generic alter-
natives were more readily available.

I would like to pause for a moment to
discuss some of the details of the un-
derlying Edwards-Collins bill. Some of
my colleagues have argued that certain
provisions of the bill are unconstitu-
tional or that the bill will lead to more
litigation. But no amendments have
been offered to change any of the provi-
sions of the Edwards-Collins bill. More-
over, the bill itself is the product of
months of work and represents a broad,
bipartisan compromise that incor-
porates the views and concerns of a
wide spectrum of interests.

I worked particularly hard on care-
fully wording the cause of action cre-
ated by the bill, and believe that criti-
cisms of it spurring increased litiga-
tion are not well-founded. Our bill cre-
ates a new civil action that offers a
remedy if companies incorrectly or
frivolously listed patents in the Orange
Book, so that these patents do not
delay the ability of a generic drug to
come to market. The bottom line is,
the cause of action will help to reduce
both the cost of prescription drugs and
the cost of prescription drug litigation.
It does so by allowing generic drug
makers, for the first time, to directly
challenge a patent that has been frivo-
lously or incorrectly listed.

I understand the concerns of some of
my colleagues who are leery of cre-
ating new causes of action. But I would
reply that, in many cases, litigating
through narrowly-targeted suits can be
quicker and less expensive than aggre-
gating a number of claims in one, mas-
sive proceeding. Moreover, I have
worked to target the new provision as
carefully as possible. In Committee, I
offered a common sense amendment to
tailor the new cause of action in a way
that will help minimize unintended
consequences while, at the same time,
ensuring that it still serves its in-
tended purpose of policing frivolous or
incorrectly listed patents. My amend-
ment made it clear that the delisting
cause of action is for injunctive relief
only and cannot result in monetary
damages. It also limited the new cause
of actions to patents listed in the Or-
ange Book up to 30 days after a New
Drug Application’s approval. In doing
s0, my amendment harmonized the 30-
month stay provision and the cause of
action, as it should be.

The original Hatch-Waxman Act was
a carefully constructed compromise
that balanced an expedited FDA ap-
proval process to speed the entry of
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lower cost generic drugs into the mar-
ket with additional patent protections
to ensure continuing innovation that
brings us these wonderful lifesaving
and life-enhancing drugs.

The bipartisan compromise bill be-
fore us restores that balance by closing
the loopholes that have reduced the
original law’s intent and its effective-
ness in bringing lower cost generic
drugs to market more quickly. I am
very pleased we are going to pass this
legislation. It really will make a dif-
ference for millions of Americans who
are struggling to afford the high cost of
prescription drugs.

Mr. President, I ask unanimous con-
sent that letters from various groups
that are supporting this legislation and
worked very closely with us in drafting
it be printed in the RECORD.

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

BUSINESS FOR
AFFORDABLE MEDICINE,
Washington, DC July 23, 2002.
Hon. SUSAN COLLINS,
US Senate,
Russell Senate Office Building,
Washington, DC

DEAR SENATOR COLLINS: The Business for
Affordable Medicine coalition encourages
you to vote for the Hatch-Waxman reform
measures in S. 812. By closing loopholes in
the Hatch-Waxman Act, Congress will ensure
that more affordable prescription drugs
reach the market without delays, which will
provide prescription drug purchasers with
significant cost savings.

The Congressional Budget Office estimates
that closing Hatch-Waxman loopholes would
reduce the nation’s drug costs by $60 billion
over the next 10 years. Preventing delays in
the availability of generics would also re-
duce federal spending for prescription drugs
by $6 billion while increasing federal reve-
nues by $2.2 billion.

Consumers and institutional purchasers
(including employers, and federal and state
governments) can no longer afford the anti-
competitive practices that are made possible
by loopholes in the Hatch-Waxman Act.
Please be assured that BAM supports strong
intellectual property protections, and we do
not believe they are undermined by provi-
sions of S. 812.

BAM corporate members include Ahold
USA, Albertsons, Constellation Energy
Group, General Motors, Georgia-Pacific, Kel-
logg Company, Kmart, Kodak, Motorola,
Sysco Corporation, United Parcel Service,
Wal-Mart, Weyerhaeuser, and Woodgrain
Millwork. BAM also includes governors and a
number of state labor leaders.

Together, we urge you to support these
limited and targeted Hatch-Waxman reform
provisions in S. 812 to make timely access to
lower-cost generics a reality.

Sincerly,
JODY HUNTER,
Director, Health and Welfare,
Georgia-Pacific Corporation.
COALITION FOR A COMPETITIVE
PHARMACEUTICAL MARKET,
July 17, 2002.

DEAR SENATOR: As a broad-based coalition
of large employers, consumer groups, generic
drug manufacturers, insurers, labor unions,
and others, we are writing to advise you of
our strong support for the S. 812, the Greater
Access to Affordable Pharmaceuticals Act,
as reported out of the Senate HELP Com-
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mittee on July 11, 2002. We believe it is crit-
ical that Congress act this year to pass legis-
lation that would eliminate barriers to ge-
neric drug entry into the marketplace. This
legislation would accomplish this long-over-
due need.

Prescription drug costs are increasing at
double-digit rates and clearly are
unsustainable. Current pharmaceutical cost
trends are increasing premiums, raising co-
payments, pressuring reductions in benefits,
and undermining the ability of businesses to
compete. We believe that a major contrib-
utor to the pharmaceutical cost crisis is the
use of the Drug Price Competition and Pat-
ent Term Restoration Act of 1984 in ways
clearly unanticipated by Congress and which
effectively block generic entry into the mar-
ketplace. The repeated use of the 30-month
generic drug marketing prohibition provi-
sion and other legal barriers have resulted in
increasingly unpredictable and unaffordable
pharmaceutical cost increases.

Although the legislation as reported out of
the Senate HELP Committee does not to-
tally eliminate the 30-month marketing pro-
hibition provision, as would be our pref-
erence, it does make important process
changes that will lead to a more predictable,
rational pharmaceutical marketplace. We
recognize that compromises were necessary
to garner the support of a bipartisan major-
ity of the Members of the Committee. How-
ever, we would strongly oppose any addi-
tional amendments that would undermine
the intent of this legislation by further de-
laying generic access or reducing competi-
tion and increasing costs to purchasers. We
also remain opposed to legislation that
would increase costs to purchasers either
through extended monopolies or unnecessary
and costly litigation.

We are convinced that the legislation cur-
rently pending before the full Senate will
make a major difference in increasing com-
petition in the marketplace and enhancing
access to more affordable, high quality pre-
scription drugs. We look forward to working
with you and other Members of the Senate to
ensure that this important legislation is en-
acted this year.

COALITION FOR A COMPETITIVE
PHARMACEUTICAL MARKET,
July 30, 2002.

DEAR SENATOR: As a broad-based coalition
of large employers, consumer groups, generic
drug manufacturers, insurers, and others, we
are writing to urge you to vote for cloture on
the bipartisan Greater Access to Affordable
Pharmaceuticals Act (S. 812). We believe it is
critical that Congress act this year to pass
legislation that would eliminate barriers to
generic drug entry into the marketplace.
This legislation would accomplish this key
policy objective.

Prescription drug costs continue to sky-
rocket—adversely impacting consumers by
increasing premiums, raising copayments,
pressuring reductions in benefits, and under-
mining the ability of businesses to compete.
We believe that a major contributor to the
pharmaceutical cost crisis is the use of the
Drug Price Competition and Patent Term
Restoration Act of 1984 in ways clearly unan-
ticipated by Congress and which effectively
block entry of equivalent generic drugs into
the marketplace.

Today’s report from the Federal Trade
Commission (FTC) supports the kind of re-
forms contained in S. 812. For example, the
report supports limiting the availability of
the automatic 30-month marketing prohibi-
tion to just one per product, per generic drug
application. It also recognizes the value of
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having a mechanism that would allow a ge-
neric company to remove or correct the list-
ing of a frivolous patent with the FDA. Ac-
cording to the report, the lack of a mecha-
nism to delist an improperly listed patent
“may have real world consequences’ given
the FTC’s knowledge of ‘‘instances in which
a 30-month stay was generated solely by a
patent that raised legitimate listability
questions.”

The Coalition believes that S. 812 makes
important process changes that will lead to
a more predictable, rational pharmaceutical
marketplace. CCPM members would strongly
oppose any additional amendments that
would undermine the intent of this legisla-
tion by further delaying generic access or re-
ducing competition and increasing costs to
purchasers. We also remain opposed to legis-
lation that would increase costs to pur-
chasers either through extended monopolies
or unnecessary and costly litigation.

We are convinced that the legislation cur-
rently pending before the full Senate will
make a major difference in increasing com-
petition in the marketplace and enhancing
access to more affordable, high quality pre-
scription drugs. We look forward to working
with you and other Members of the Senate to
ensure that this important legislation is en-
acted this year.

Mr. BIDEN. Mr. President, today is a
day of profound disappointment to me.
We have completed a debate on pro-
posals to provide prescription drug cov-
erage to Medicare beneficiaries, the
most vulnerable sector of our popu-
lation, and we have come up empty.

I applaud my colleagues for their ear-
nestness and conscientiousness as this
issue was discussed on the Senate floor,
but earnestness and conscientiousness
do not help the senior citizen who can-
not afford to pay for needed medica-
tions. I introduced a bill, the Prescrip-
tion Drug Benefit Act of 2002, that
would have provided an excellent ben-
efit for Medicare beneficiaries by add-
ing prescription drug coverage to Medi-
care Part B with no new premiums or
deductibles, and I still believe that
should be our goal. But at this point,
we don’t even have a consensus for a
first step toward a Medicare prescrip-
tion drug plan for seniors.

Last week, I voted for the Graham-
Miller plan, a comprehensive approach
to this problem that, although not as
good as my own bill, was a worthy
compromise. It was defeated. Today, I
voted for the Graham-Smith plan that
would at least offer us a starting point
toward a comprehensive prescription
drug plan. It was defeated. I and all of
my colleagues who are concerned about
the welfare of our seniors are regroup-
ing with an eye toward taking another
run at this critical problem in the very
near future.

The seniors and the disabled still
need their life-saving medications.
They still have to pay large amounts
out-of-pocket for drugs, even though
the legislation we passed today should
help reduce the overall cost of pharma-
ceuticals for everyone. The percentage
of the population covered by Medicare
is rising. Medical advances are leading
to important new drugs for various dis-
eases. Our nation’s seniors cannot, and
should not, be left behind in the race
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toward longer and healthier lives. We
have moved this debate forward, but it
is far from over, and we will need to
continue to be resourceful and per-
sistent in the future. The life and
health of 40 million Americans hang in
the balance.

Mr. KOHL. Mr. President, I rise to
strongly support final passage of S. 812,
the Greater Access to Affordable Phar-
maceuticals Act. I cosponsored this im-
portant legislation because I believe it
will benefit every American by ensur-
ing that more affordable generic drugs
get to market on time and lower costs
for consumers as promised. The Con-
gressional Budget Office estimates that
this bill will save American consumers
$60 billion over the next 10 years.

Prescription drug spending rep-
resents 9 percent of all health care
costs, but drug spending grew 17 per-
cent in 2001—and it’s the fastest grow-
ing part of health care. Generic drugs
can cost one-quarter of the price of
their brand-name counterparts. In a
time when health care costs are soar-
ing in the double-digits annually, that
is no small point.

The pharmaceutical industry enjoys
the highest profit margins of any sec-
tor in the American economy. Drug
companies argue that high retail costs
reflect the high cost of investment in
research and development. I applaud
the drug companies’ efforts to find new
lifesaving treatments and cures for pa-
tients and I do not argue with their
right to make a healthy profit from
their work.

It is important to note that many of
the gains in pharmaceutical research
are made possible by the substantial,
taxpayer-funded research investments
of the National Institutes of Health
and other Federal grants. All Ameri-
cans should have access to the benefits
of that research, and they should ex-
pect that once a drug company has re-
couped their costs, made a healthy
profit, and the patents surrounding
their drug expire, at that point con-
sumers should benefit from generic
competition that lowers drug prices.

Unfortunately, in recent years, many
drug companies have used loopholes in
our patent laws to keep less expensive
generic drugs off the market. This
raises health care costs for patients,
employers and States that are already
struggling with rising health costs.

There are three major loopholes that
this bill closes. First, it would stop
brand-name drug companies from filing
endless, frivolous patents to keep a ge-
neric competitor off the market. These
patents often border on the ridiculous,
such as a patent on the color of the
pill. But ridiculous as it may seem,
each of these patents triggers a 30-
month stay whereby the generic drug
is kept off the market while the matter
goes to court. And drug companies
have every incentive to do this, after
all, the cost of litigation is virtually
nothing compared to the additional
profits they can get by keeping their
monopoly just a little longer. For ex-
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ample, the makers of the
antidepressent Wellbutrin were able to
make another $1.3 billion during the 31
months they were in litigation with
the generic company. And the makers
of Prilosec earned another $1 billion in
just 7 months of delayed generic com-
petition.

This bill would also close another
loophole by outlawing sweetheart deals
where a brand company pays a generic
company to stay out of the market. In
the case of Cardizem, which treats high
blood pressure, the brand-name com-
pany paid the generic company $90 mil-
lion to stay out of the market. Because
the generic had won the right to have
180 days of market exclusivity before
other generic competitors could enter
the market, this sweetheart deal al-
lowed the brand company to earn an-
other $450 million before other generics
could compete.

Finally, this bill puts some common
sense back into the process by which
brand companies list patents with the
FDA in what is called the Orange
Book. It enforces the law as it was
originally intended by ensuring that
only patents that claim the drug prod-
uct or the approved method of use are
listed in the Orange Book. It also gives
generic companies the ability to chal-
lenge patents that may have been list-
ed inappropriately just to Kkeep
generics off the market longer.

I believe that this legislation pre-
serves the original intent of the Hatch-
Waxman Act to balance the competing
interests of the rights of innovative
drug companies and the rights of con-
sumers to affordable medicines. It pre-
serves the ability of drug companies to
invest in research and development to
find lifesaving cures and treatments,
but it also makes prescription drugs
more affordable for all Americans by
getting generic drugs to the market on
time. It also makes any Medicare pre-
scription drug benefit we pass more af-
fordable for seniors and taxpayers.

This brings me to the real dis-
appointment I have about the legisla-
tion we are about to pass today. I am
extremely disappointed that the Sen-
ate was unable to also pass a real, com-
prehensive, affordable drug benefit
within the Medicare Program. I am
baffled by the unwillingness of many
on the other side of the aisle to work
together to help our Nation’s seniors
with skyrocketing drug costs.

When Medicare was first created in
1965, prescription drugs were a very
small part of our health care system.
But today, prescription drugs are a
critical part of that system, keeping
people healthier and living longer. Un-
fortunately, according to the Kaiser
Family Foundation, 38 percent of our
Nation’s elderly have absolutely no
prescription drug coverage at all. Many
seniors who do have some prescription
drug coverage find their plan inad-
equate and face large out-of-pocket
costs. Too many seniors forgo needed
medicines or are forced to choose be-
tween buying the medicine they need
and buying food or paying rent.
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Seniors and the disabled on Medicare
need a comprehensive, universal, vol-
untary, affordable drug benefit, and
that benefit should be part of the Medi-
care program that we’ve relied upon
since 1965. While the Senate considered
many different plans, I voted for the
Graham-Miller approach because it was
the only plan that met those important
goals. And it was the only plan before
the Senate that guaranteed that all
Wisconsin senior citizens would have
access to the medicines they need.

By contrast, I voted against the so-
called ‘“‘tripartisan’ plan because it re-
lied solely on HMOs to provide pre-
scription drugs to seniors. This simply
won’t work in Wisconsin. In our State,
because of inadequate Medicare reim-
bursement, we’ve already seen Medi-
care HMO plans leave every year and
offer fewer benefits than in other
States. The tripartisan plan had the
same Medicare reimbursement prob-
lems. There was no guarantee that
plans would participate in Wisconsin at
all, and those plans that did partici-
pate could cover fewer drugs or charge
seniors more in Wisconsin than in
other States.

In fact, the HMOs themselves have
said they are reluctant to offer such
plans. And even if they do, there is no
guaranteed drug benefit, from year to
year, HMOs could change the premiums
and copays seniors pay and which drugs
will be covered. I do not believe we
should hold Wisconsin seniors hostage
to the business interests of HMOs. Sen-
iors need a drug benefit that they can
rely on every year to be affordable and
one that ensures access to the medi-
cines they need. The tripartisan plan
did not meet that test.

In addition, under the tripartisan
plan, many seniors would still have
high drug costs and low-income seniors
would not be protected. The HMOs
could charge whatever premiums they
want; there would be a $250 deductible;
seniors would still pay 50 percent of
their drug bills; and there is a big gap
where there is no coverage at all and
the senior pays 100 percent of their
drug bills. Seniors would have to pay
$3,700 out of their own pockets before
they even reach the catastrophic level.
And low-income seniors may not qual-
ify for any extra help at all because of
a strict asset test that prevents them
from being covered if they own a car
worth more than $4,500, clothing and
furniture worth more than $2,000, or
even a burial fund worth $1500. This
asset test would automatically elimi-
nate 40 percent of Wisconsin’s low-in-
come seniors from being eligible for
the extra help they need.

Instead of the false promise of the
tripartisan plan, I and 51 other Sen-
ators supported the Graham-Miller
plan. This program provided a guaran-
teed benefit through the Medicare Pro-
gram that would be available to all
seniors, at the same price no matter
where they live. It was voluntary, so
seniors with drug coverage today could
keep their plans. It had reasonable pre-
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miums and copays, no gaps in cov-
erage, and low-income seniors would
get extra help with no restrictive asset
test. And it gave seniors choices. Sen-
iors could choose an HMO plan if they
wanted to, but the Graham-Miller bill
offered them a drug benefit through
the traditional Medicare program that
seniors have relied on since 1965.

Unfortunately, even though a major-
ity of Senators supported the Graham-
Miller bill, it failed to gain the 60 votes
that are necessary for any plan to pass
under Senate budget rules. At that
point, the Senate was faced the possi-
bility of doing nothing and continuing
to leave seniors stranded with high
drug costs. For me, this was not an op-
tion. Seniors have waited too long for
Congress to act, and it would be inex-
cusable for Congress to leave them
with nothing.

That’s why I supported a bipartisan
compromise that represented a solid
down payment on a real Medicare pre-
scription drug benefit. First, it would
help all low-income seniors below 200
percent of poverty, 45 percent of Wis-
consin seniors, by providing com-
prehensive drug coverage through the
Medicare program with nominal copays
of $2 per generic prescription and $5 per
brand-name prescription. Second, it
would provide all seniors above 200 per-
cent of poverty with discounts on pre-
scription drugs of up to 30 percent. The
Medicare program would utilize Phar-
macy Benefit Managers, or PBMs, to
negotiate these discounts the same sys-
tem that is used today to manage bene-
fits for nearly 200 Americans in the pri-
vate sector.

Third, the Graham-Smith com-
promise would protect seniors with
very high drug costs of more than
$3,300 in out-of-pocket costs, which rep-
resents nearly 17 percent of Wisconsin
seniors. At that point, seniors would
receive full Medicare coverage for their
medicines with copays of only $10 per
prescription.

Let me be clear that I would much
prefer a more comprehensive benefit
and have voted for one. The original
Graham-Miller plan would have been a
comprehensive benefit for all Medicare
beneficiaries, and I believe that is the
direction we need to go. But the Gra-
ham-Smith compromise plan would
have taken a real first step toward the
universal benefit we need. It would
have been a down payment upon which
Congress must build so that all seniors
have the coverage they mneed. But
again, even this compromise was
blocked from passing.

I am extremely disappointed in the
outcome of this debate. We missed a
tremendous opportunity to pass a com-
prehensive Medicare drug benefit. And
then we were blocked from the oppor-
tunity to take even one real step to-
ward that goal. I truly hope that this is
not the end of our journey this year.
Our senior citizens made our country
what it is today, they paid their taxes
and they played by the rules. They
should not be forced to choose between
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paying the rent or buying groceries, or
buying the life-saving medicines they
need to be healthy in their retirement
years. It’s time to create a reliable, af-
fordable Medicare prescription drug
benefit for seniors. I hope the Senate
will continue to work toward that goal
this year.

Mr. THURMOND. Mr. President, I
rise today to speak in favor of afford-
able prescription drugs. As a life-long
health advocate, I recognize that pre-
scription drugs are an important part
of improving the health and quality of
life for millions of Americans. These
drugs allow Americans of every age to
live a more productive and more enjoy-
able life. Our success in this area is due
in large measure to our competitive
system that allows for many different
approaches to meet the many different
needs of Americans.

The central features of any prescrip-
tion drug bill should be increased com-
petition, innovation in the market-
place and increased access to more af-
fordable drugs. However, the current
bill does not accomplish these objec-
tives. Instead, it seeks to bypass the
excellent consumer protection provided
by the FDA, decreases the return on
the development of newer and better
drugs, and may actually increase the
cost of prescription drugs in the long
run.

This bill has been hastily assembled
and rashly brought to the floor before
committee consideration. This bill con-
tains provisions that have not been
analyzed for their impact upon our fine
health care system. I fear these provi-
sions will threaten the excellent
healthcare system we currently enjoy.
Indeed, the FTC released, just yester-
day, a report entitled ‘‘Generic Drug
Entry Prior to Patent Expiration’ that
showed that our system was working
and that under the current Hatch-Wax-
man law innovative new drugs were
being brought to market even as a
thriving generic market was lowering
overall drug costs. While the report
does show that some minor changes
may be in order, the place to make
such important and complex changes is
not the floor of the Senate after only a
few hours study, it is in the appro-
priate committee with the requisite ex-
pertise.

The bill contains a provision allow-
ing for large scale re-importation of
prescription drugs. This presents a se-
rious safety concern of a variety of
public health officials and has been re-
jected in the past. I am concerned that
the opinions of many relevant agencies
on this matter have been disregarded.
Agencies which oppose this provision
include the Department of Health and
Human Services, the Food and Drug
Administration, the Customs Service,
and the Center ;for Medicare and Med-
icaid Services.

Another provision which I strongly
oppose which is in the bill relates to
Medicaid recipients access to medicine.
While it is presented as a price control,
it will effectively make drugs unavail-
able to low-income Medicaid patients
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by imposing restrictive ‘‘prior author-
ization” requirements on physicians.
This policy is opposed by many patient
groups and should not be part of this
legislation.

Finally, I am deeply concerned that
this bill does not contain a Medicare
drug benefit plan. This is a very impor-
tant issue that remains unresolved by
this body. Therefore, I do not support
cloture on this bill, nor do I support
final passage of the measure. It is my
hope that we will revisit this issue
soon and craft a bill which will im-
prove the availability of affordable pre-
scription drugs and ensure advances
continue in this industry.

Mr. HUTCHINSON. Mr. President,
nearly 482,000 seniors in Arkansas des-
perately need a Medicare prescription
drug benefit. Per capita, Arkansas has
one of the poorest senior populations in
the Nation, which means, more often
than not, Arkansas seniors must
choose between putting food on the
table and buying much needed prescrip-
tion medicines. I voted in favor of the
Graham-Smith-Lincoln Medicare pre-
scription drug compromise today,
which has the full support of the
AARP, because I believe in providing
prescription drug assistance to as
many people as possible and to those
seniors who need it most. I regret, how-
ever, that it leaves out nearly 40 per-
cent of Arkansas seniors and lacks
measures to strengthen and protect
Medicare. Rather, I believe that a uni-
versal benefit, accompanied by respon-
sible Medicare reforms, is the most
sensible approach to addressing the ris-
ing cost of drugs for our seniors and en-
suring the long-term stability of the
Medicare program. But most impor-
tantly, I am concerned about the im-
pact of the Graham-Smith-Lincoln
compromise on local pharmacies.

Seniors need a Medicare prescription
drug benefit just as much as they need
access to their local pharmacies, par-
ticularly in rural states like Arkansas.
The discount drug card established
under the Graham-Smith-Lincoln com-
promise is a concept I opposed last
week when I voted against the Hagel
drug card amendment. Requiring phar-
macies to accept discounts while doing
nothing to reduce the price at which
drugs are bought could force local
pharmacies to foot the bill of a Medi-
care prescription drug amendment.
This is simply not right.

To help fix these problems, I filed an
amendment to the Graham-Smith-Lin-
coln compromise which would have
struck the drug discount card provi-
sions in the bill as well as a provision
giving special treatment for mail order
pharmacies. If the Graham-Smith-Lin-
coln compromise garnered the 60 votes
necessary for passage, I was prepared
to offer my amendment so the Senate
could have an open debate and vote on
the impact of such legislation on local
pharmacists. Since the Graham-Smith-
Lincoln compromise was rejected, this
debate will have to wait until another
day. In the meantime, I will continue
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to work for a bipartisan solution that
provides Medicare prescription drug
coverage for all seniors, and particu-
larly low-income seniors, while also
preserving access to local pharmacies.

The PRESIDING OFFICER. Under
the previous order, there are 2 minutes
remaining equally divided.

Who yields time?

The Senator from New York is recog-
nized.

Mr. SCHUMER. Madam President,
again, I urge my colleagues to support
this legislation. Admittedly, it is in-
complete legislation. We have not ex-
tended access, but in terms of cost cut-
ting, this legislation is strong.

The Schumer-McCain provisions will
reduce the costs of so many drugs by
60, 65 percent for the senior citizen. For
the family who has a child who des-
perately needs a drug, instead of $100 a
prescription, it will only be $30, $35, or
$40 a prescription. That is a godsend to
many people these days.

These drugs are wonder drugs, but
their cost is so high that if you are not
very wealthy or don’t have a good med-
ical plan, you cannot afford them, and
that is an awful choice for people.

This bill achieves the goal of reduc-
ing costs and reducing it very signifi-
cantly—a $60 billion reduction over the
next decade to our citizenry. I ask for
your support of this measure.

Madam President, I ask for the yeas
and nays.

The PRESIDING OFFICER. Is there a
sufficient second?

There is a sufficient second.

The yeas and nays were ordered.

The PRESIDING OFFICER. Who
yields time?

The Senator from Pennsylvania, Mr.
SANTORUM, is recognized.

Mr. SANTORUM. Madam President, I
encourage a ‘‘no’’ vote on this bill. The
Senator from New York says these are
wonder drugs. They do not drop out of
the air. They come from a tremendous
amount of investment from pharma-
ceutical companies which create new
drugs and save people’s lives and create
a better quality of life for Americans.

We are sacrificing future cures for
political payout today, which is cheap-
er drugs for our folks back home. The
long-term consequence of what we are
doing today is that more people will
die as a result of drugs not being in-
vented because of the reduction in the
amount of research and development
that will go on because we have now
tipped the balance toward generic drug
companies, which do no research and
investment and create no new drugs.

So understand what you are doing.
We are sacrificing, yes, a great vote to
say we are going to provide cheaper
drugs. But long-term we are providing
less cures and a lower quality of life.

The PRESIDING OFFICER. The bill
having been read the third time, the
question is, Shall the bill pass?

The yeas and nays have been ordered,
and the clerk will call the roll.

The assistant legislative clerk called
the roll.

S7651

Mr. NICKLES. I announce that the
Senator from North Carolina (Mr.
HELMS) is necessarily absent.

I further announce that if present
and voting the Senator from North
Carolina (Mr. HELMS) would vote ‘“‘no”.

The result was announced—yeas 78,
nays 21, as follows:

[Rollcall Vote No. 201 Leg.]

YEAS—T8
Akaka Dodd McCain
Allard Domenici McConnell
Allen Dorgan Mikulski
Baucus Durbin Miller
Bayh Edwards Murkowski
Biden Ensign Murray
Bingaman Feingold Nelson (FL)
Boxer Feinstein Nelson (NE)
Bunning Fitzgerald Reed
Burns Graham Reid
Byrd Grassley Rockefeller
Campbell Harkin Sarbanes
Cantwell Hollings Schumer
Carnahan Hutchinson Sessions
Carper Inhofe Shelby
Chafee Inouye Smith (NH)
Cleland Jeffords Smith (OR)
Clinton Johnson Snowe
Cochran Kennedy Specter
Collins Kerry Stabenow
Conrad Kohl Stevens
Corzine Landrieu Thomas
Craig Leahy Torricelli
Crapo Levin Warner
Daschle Lieberman Wellstone
Dayton Lincoln Wyden

NAYS—21
Bennett Gramm Lugar
Bond Gregg Nickles
Breaux Hagel Roberts
Brownback Hatch Santorum
DeWine Hutchison Thompson
Enzi Kyl Thurmond
Frist Lott Voinovich

NOT VOTING—1
Helms

The bill (S. 812),
passed, as follows:

Mr. KENNEDY. Madam President, I
move to reconsider the vote.

Mr. DASCHLE. I move to lay that
motion on the table.

The motion to lay on the table was
agreed to.

as amended, was

EXECUTIVE SESSION

——————

NOMINATION OF D. BROOKS SMITH
TO BE UNITED STATES CIRCUIT
JUDGE

The PRESIDING OFFICER. Under
the previous order, the Senate will pro-
ceed to executive session to consider
the following nomination, which the
clerk will report.

The legislative clerk read the nomi-
nation of D. Brooks Smith, of Pennsyl-
vania, to United States Circuit Judge
for the Third Circuit.

The PRESIDING OFFICER. There
are now 5 minutes evenly divided on
the nomination. Who yields time?

Mr. LEAHY. Madam President, we
have at best a modicum of order in the
Senate, but I will proceed.

The record before us does not dem-
onstrate that Judge D. Brooks Smith
merits a promotion to the Court of Ap-
peals. He is already serving a lifetime
position as a Federal judge, but he con-
tinued as a member of a discriminatory
club more than a decade after he told
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