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EXAMINING ISSUES RELATED TO COMPETI-
TION IN THE PHARMACEUTICAL MARKET-
PLACE: A REVIEW OF THE FTC REPORT, GE-
NERIC DRUG ENTRY PRIOR TO PATENT EX-
PIRATION

WEDNESDAY, OCTOBER 9, 2002

HOUSE OF REPRESENTATIVES,
COMMITTEE ON ENERGY AND COMMERCE,
SUBCOMMITTEE ON HEALTH,
Washington, DC.

The subcommittee met, pursuant to notice, at 10 a.m., in room
2123, Rayburn House Office Building, Hon. Michael Bilirakis
(chairman) presiding.

Members present: Representatives Bilirakis, Upton, Greenwood,
Deal, Burr, Ganske, Norwood, Wilson, Pickering, Bryant, Buyer,
Pitts, Tauzin (ex officio), Brown, Waxman, Barrett, Towns, Pallone,
Eshoo, Stupak, Wynn, Green, and Dingell (ex officio).

Also present: Representative Shimkus.

Staff present: Patrick Morrisey, deputy staff director and counsel;
Brent Del Monte, majority counsel; Steve Tilton, health policy coor-
dinator; Eugenia Edwards, legislative clerk; John Ford, minority
counsel; and Jessica McNiece, minority staff assistant.

Mr. BILIRAKIS. Shall we please take our seats so that we can get
started. Good morning.

I would announce that the opening remarks by the chairman and
the ranking member will be for 5 minutes, and remarks from the
other members of the subcommittee will be limited to 3 minutes,
and I call this meeting to order.

First, I would like to thank our witnesses for appearing before
the subcommittee today. The subcommittee values your expertise
and we look forward to your expert testimony. I am certain it will
help us better understand the issues before us.

The Hatch-Waxman amendments of 1984 established the frame-
work that currently governs the entry of generic pharmaceutical
products into the marketplace. The 1984 law attempted to accom-
modate two important public policy objectives. The first was to
speed the entry of lower-cost, generic versions of brand-name drugs
into the marketplace. The second, and more subtle, objective was
to preserve an environment that encourages companies to develop
innovative new pharmaceuticals.

By all accounts, Hatch-Waxman has been a success. Almost half
of the prescriptions filled in the United States today are for generic
drugs, whereas only 19 percent of prescriptions filled in 1984 were
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for generics. However, there are indications that the law needs to
be modified to ensure that it continues to meet its original intent.

The Federal Trade Commission recently published an extensive
report that identifies certain instances where innovator companies
may be using questionable tactics to delay the entry of generic com-
petitors. I am not going to go into the details of the FTC’s findings
right now or their recommendations. However, suffice it to say that
the FTC recommendations could serve as a good starting point for
discussions about potential Hatch-Waxman reforms.

I want to emphasize, and members of this subcommittee have
heard me say it, I trust, many times, that I have been a long-time
supporter of the generic drug industry. Generic drugs are often
substantially cheaper than brand-name versions, and we should en-
sure that American consumers continue to have access to them.

However, I think we must approach Hatch-Waxman reforms cau-
tiously because poorly thought-out, Draconian changes in this area
could dramatically reduce the incentive for innovator companies to
develop new, lifesaving products. Some of us had a number of en-
tertainers attend our offices last week who have particular ill-
nesses, diseases, and who have asked us to take it slow.

I want to make it perfectly clear that any Hatch-Waxman re-
forms should not be viewed as a substitute for a meaningful Medi-
care prescription drug benefit. Although I am disappointed that,
once again, my constituents do not have access to a Medicare pre-
scription drug benefit, I am very proud that this committee favor-
ably reported a bill that was subsequently passed by the House.

H.R. 4954, the Medicare Modernization of Prescription Drug Act,
is a good bill. It is not a perfect bill. Nobody has ever said it is a
perfect bill, but it is a good bill that, if enacted, would help low-
income seniors, provide every beneficiary with stop-loss protection,
and significantly lower the cost of prescription drugs for all Medi-
care beneficiaries.

Let me emphasize that last point. Contrary to the rhetoric we
hear in this committee, the House-passed Medicare prescription
drug bill significantly lowers the cost of prescription drugs. It does
so without resorting to an inefficient, government-administered
price control scheme.

Instead the bill allows Medicare prescription drug plans to nego-
tiate deep discounts for manufacturers on behalf of Medicare bene-
ficiaries. So every time someone talks about how the House-passed
Medicare prescription drug bill does not address the issue of high
drug costs, everyone here will know that that claim is absolutely
indisputably false.

That said, I believe it is important to carefully review the find-
ings of the FTC report and to hear expert testimony on this matter,
and that is why I decided to hold today’s hearing. My hope is that
members will use this opportunity to ask serious questions about
a very complicated subject, and there is no reason why we
shouldn’t have a thoughtful, measured discussion today.

My fear, however, is that some will, instead, use this opportunity
to grandstand and demagogue this issue in an attempt to score
some cheap political points. That is unfortunate. We can solve this
problem if we work together, if we are not concerned about dema-
goguery and throwing stones at each other.
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I want to thank our witnesses again for taking the time to ap-
pear before our subcommittee today. I trust you will provide valu-
able perspective.

Now I am pleased to yield to the ranking member from Ohio, the
gentleman from Ohio, for an opening statement.

Mr. BROWN. Thank you, Mr. Chairman. I appreciate that.

Earlier this year the chairman committed to holding a hearing
on Hatch-Waxman reform. I want to thank you, Mr. Chairman, for
fulfilling that commitment today. You consistently try to do the
right thing. I recognize that and I appreciate that.

If the impact of inflated drug prices on American purchasers
were a minor problem or a recent problem, or if prescription drug
affordability was a problem unique to seniors, and if we had passed
a decent prescription drug benefit in this body, one not written by
and for the drug companies, I would not question the majority’s de-
cision to hold this hearing just days before Congress adjourns.

But exploding prescription drug inflation is not a minor phe-
nomenon; it is not a recent phenomenon. It is driving up health in-
surance premiums; we know that. It undercuts the financial secu-
rity of seniors; we know that. It drains scarce dollars from State
and Federal health programs; we know that.

Anti-competitive behavior in the prescription drug market is not
a minor or a recent problem either. The FTC has acknowledged it.
Tglle dPatent Office has acknowledged it. The President has acknowl-
edged it.

Thirty-two State attorneys general and businesses and trade
groups and consumer groups and consumer unions throughout the
Nation are fighting it, but the problem is statutory. It is something
we have a responsibility to fix.

CBO says this anti-competitive gaming, wherein brand and ge-
neric drug manufacturers improperly exploit provisions of Hatch-
Waxman to block lower-priced competitors from the market will
cost American consumers $60 billion over the next 10 years. If Con-
gress enacts Medicare prescription drug coverage, but doesn’t close
the loopholes on Hatch-Waxman, the Medicare program and sen-
iors will spend as much as an extra $100 billion for that coverage
over the next decade. This is not a minor problem.

Earlier this summer Mr. Waxman and I asked the majority to
work with us to come up with a bipartisan compromise. We were
willing to start from scratch, if that is what it took to put a stop
to the anti-competitive behavior in the prescription drug market.
The majority refused.

I recognize that many on this committee are under tremendous
pressure to tow the drug industry’s line. No one is ignorant in this
body of the close alliance between PhRMA and Republican leader-
ship in the House. No one is ignorant of the close connection and
alliance between PhRMA and Republican leadership in the White
House. Look at the fundraising; look at the President’s appoint-
ments; look at the behavior of the new Food and Drug Administra-
tion; look at the votes in this House.

But regardless of the majority’s allegiance to the drug industry,
at some point our inaction on this issue is important to consumers,
to seniors, to State governments, to the taxpayers who support
Federal and State health programs. At some point our inaction on
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this issue, on an issue this important to the American public, is
more than irresponsible; it is inhumane.

As you know, there are three bills pending in the House: H.R.
1862, H.R. 5272, H.R. 5311, co-sponsored by scores of Democrats
and some courageous Republicans, bills that would address the
concerns raised by the FTC report. These bills would help prevent
anti-competitive manipulation of the 30-month stay and the 180-
day exclusivity provisions of the Hatch-Waxman Act without cur-
tailing the 14 to 17 years of patent protection which drugmakers
receive for new products.

In contrast to PhRMA’s claim that these bill “threaten medical
promise”—by the way, I am not sure if you are familiar with the
statement, Mr. Chairman, but it is quoted from the ad PhRMA ran
where they counseled parents to pray for a miracle, because if we
dare pass S. 812 or one of the bills in the House that I and others
are working on, and close loopholes that some, not all, but some
drug manufacturers use to cushion their profits, then all research
and development will dry up. I will hand out that ad today. I think
it is important for all members to see it, so you will know exactly
what kind of organization and what kind of demagoguery we are
dealing with.

The truth is closing loopholes in Hatch-Waxman would invari-
ably boost medical innovation on behalf of patients like Mr.
Barondess from our second panel. Hatch-Waxman loopholes have
given drug manufacturers a lucrative alternative, an alternative to
innovation. Rather than develop new drugs, they squeeze addi-
tional revenues, using expensive attorneys, patent lawyers, and
others, out of their old ones. Blocking generic competition to earn
a buck doesn’t help patients. It hurts innovation and hurts pa-
tients.

Let me quote Merck CEO Ray Gilmartin, who runs one of the
most profitable companies in America. “We won’t engage in any
practices simply to delay the arrival of a generic to the market. Ex-
tending a patent inappropriately is not beneficial to the consumer
or to the health care system because generic drugs play a very im-
portant role in keeping down the rate of increase in drug costs. It
frees up resources, frankly”—get this—“Generic drugs,” CEO Gil-
martin says, “Generic drugs free up resources for health plans to
be able to afford the new drugs, the breakthrough drugs, not the
‘me too’ drugs, not the ‘gaming the patent system’ drugs, but the
breakthrough drugs that a company like Merck is bringing to the
market.”

Mr. Chairman, I appreciate again the opportunity for this hear-
ing. I look forward to talking more about this.

Mr. BILIRAKIS. And I thank the gentleman for his understanding.

Three minutes, Mr. Upton.

Mr. UpTON. Thank you, Mr. Chairman.

As we embark on this hearing, let’s keep one thing front and cen-
ter—The 1984 Drug Price Competition and Patent Term Restora-
tion Act is arguably one of the most successful and important
health and consumer laws that we have ever enacted. It created
this Nation’s modern, vibrant generic drug industry. Prior to its
passage, generic drug sponsors had to duplicate all of the pioneer
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drug sponsors’ work, with all the attendant costs in both money
and time.

Then generics had about a 19 percent share of the U.S. prescrip-
tion drug market. Well, since that 1984 law gave them an Abbre-
viated New Drug Application process and access to the pioneer
drug’s data and the right to use that data to perfect a copy well
before the pioneer’s patent has expired, generics’ market share has
grown rapidly. Today generics have 47 percent of the market, sav-
ing consumers $8 to $10 billion a year.

At the same time, the 1984 law has provided the pharmaceutical
industry with a very effective incentive to invest the many years
and hundreds of millions of dollars needed to bring innovative
drugs to the market, giving millions of suffering patients hope
where once there was little or none.

I am sure that every person here in this room has personally
seen, and some have personally experienced, individuals for whom
a new drug has literally meant the difference between life and
death or a life lived in pain or a life lived with debilitating suf-
fering. I know that all of us who have watched loved ones lose their
battle with terrible diseases like cancers, Alzheimer’s, ALS, have
found ourselves sorely wishing that there were a miracle cure
available for them.

The law works because it is balanced. It recognizes—and we need
to keep this well in mind, too—that without a vibrant, innovative
pioneer drug industry, there can be no generic industry.

I recognize there has been some gamesmanship with the law,
and some modifications may be necessary to ensure that generic
competition remains healthy. But let’s make sure that any cure
that we ultimately prescribe is not worse than the disease, and let’s
fairly evaluate and understand the extent of the problem under
current law.

Our Nation leads the world in the development of new drugs that
enable us to effectively treat diseases and conditions. But if the in-
centives are not there to continue new drug discovery and develop-
ment, and if people cannot afford to buy those drugs, their benefits
will be lost to many.

Mr. BILIRAKIS. Please finish up.

Mr. UpTON. How we ultimately address these and other funda-
mental issues relating to the 1984 law will determine whether we
will continue our world leadership in drug innovation and whether
patients will have access to the safe, effective, and affordable drugs
that they need both now and in the future.

Mr. BILIRAKIS. I apologize to the gentleman.

Mr. UpTON. I yield back the balance of my time.

Mr. BILIRAKIS. He was actually on “caution.” Mr. Waxman, 3
minutes, please, for an opening statement.

Mr. WAXMAN. Thank you, Mr. Chairman. I appreciate all the
comments that my colleagues have made about the success of this
law, which I had an important part to play in its development.

It has been a very successful law, and the idea of the law was
to create a balance. We wanted to give incentives for innovation be-
cause the consumers of this country and around the world benefit
from the investment that leads to new pharmaceutical products to
deal with our diseases that otherwise couldn’t be addressed.
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At the same time, on the other part of the balance we wanted
competition. Consumers benefit when there is competition because
they can get a better price; they can get a lower price.

We have now seen in recent years—this wasn’t a problem in the
beginning, but only in recent years—an abuse of the law. I asked
the Federal Trade Commission to look at this question and to see
if they could determine whether there are tactics that are being
used, games being played, by some of the brand-name companies
to simply keep competition off the market.

They found that since 1998—the law didn’t have this problem
from 1984 to 1998, but since 1998 companies have increasingly
begun to file multiple late patents, triggering successive 30-month
stays of generic competition. This tactic has been used for eight
blockbuster drugs, has delayed the availability of generic competi-
tion between 4 and 40 months beyond the initial 30-month period.

Moreover, the patents for these particular drugs, when the FTC
looked at it, they didn’t find that the patent challenges were valid
challenges. At the same time they have also found that there is a
significant number of collusive agreements between the brand-
name companies and the generic manufacturer to keep generics off
the market.

They have taken a provision of the Hatch-Waxman law and
turned it on its head. The provision was to encourage competition.
They have used it to discourage competition, in fact, to stop com-
petition.

We ought to stop the games that are being played, restore the
balance that we need in the pharmaceutical area. Let me assure
my colleagues and friends that the biggest problem to innovation
is with those companies that don’t want to invest in new innovative
drugs because they want to invest in legal fees to keep competition
off the market. If they can continue their monopoly on a product
that is a big seller, they don’t feel that they need to get new drugs
out there, or they are not being successful in getting new drugs de-
veloped.

So if we want new drugs for the American people, let’s get com-
petition when the patents are through. The law was very, very gen-
erous in giving patent protection, the restoration of patent, more
exclusive time through GAAP and other means. The patents have
even been extended longer through the pediatric bill. We have
given an additional 6 months. The companies have plenty of inno-
vative incentives, and we ought to stop the games from occurring.

Mr. BILIRAKIS. I thank the gentleman.

There are four votes on the floor. The Chair will recognize Dr.
Ganske for a 2-minute opening statement, and then we are going
to break until we have completed those votes.

Mr. GANSKE. I thank you, Mr. Chairman.

We need to pass a Medicare prescription drug bill. We passed
one in the House that needs to become law. All across Iowa I have
talked to seniors about it. They think that is a very significant im-
provement in Medicare.

We also need to address the high cost of prescription drugs. We
do that in the Medicare bill we passed in the House, but we also
need to close some loopholes in the generic law.
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There is concern that some brand-name drug manufacturers are
preventing generic competition by obtaining multiple 30-month
stays. There is concern that there are agreements between brand-
names and generics that delay getting those generics onto the mar-
ket.

That is why I am a co-sponsor of H.R. 5311, the Prescription
Drug Affordability Act of 2002, introduced by Representatives John
Thune and Jo Ann Emerson. That bill would eliminate the poten-
tial for stacked 30-month stays. It would prevent the listing of friv-
olous patents. It changes market exclusivity rules to prevent collu-
sion between brand and generic drug companies.

Mr. Chairman, I think these are all important changes. I think
Mr. Waxman’s bill had good intentions, but, like many bills—in
fact, maybe most of the bills that we pass here in Congress—after
a while you begin to see that you need to do some reform on those
bills.

This is a bill that, if we could get it passed, or something equiva-
lent to it, I think it would help bring down the cost of drugs for
senior citizens and for everyone in the country. I think that is a
laudatory goal.

I appreciate the chairman for having this hearing, and I will
yield back.

Mr. BIiLIRAKIS. I thank the gentleman.

All right, we will break for as long as it takes us, probably 40
minutes, something like that, maybe less than that.

[Brief recess.]

Mr. BILIRAKIS. We will continue with our opening statements, 3-
minute opening statements.

Mr. Dingell, for an opening statement.

Mr. DINGELL. Mr. Chairman, I thank you, and I thank you for
scheduling this hearing. It is long overdue.

It is at the end of a Congress in which we have sent the dis-
tressing message to millions of prescription drug consumers, and
that is that the House is content to let the good, bipartisan work
of the Senate go to waste.

The Senate has tried to establish an appropriate balance be-
tween the legitimate interests of innovator companies and the in-
terests of consumers who stand to benefit from price competition in
the marketplace. This body has not. We’re past the point of asking
whether there is a problem. It is clear when seniors are compelled
to choose between paying the rent or buying food to purchase need-
ed prescription pharmaceuticals.

There is a bipartisan agreement on this point, and there are
some curious remedies being brought forward, including changing
the laws on imports, something which poses significant difficulties
to the consuming public and some substantial danger of dangerous
pharmaceutical or pseudo-pharmaceuticals being brought into this
country.

The administration, which opposed S. 812, the Greater Access to
Pharmaceuticals Act, even though it passed the Senate by a wide
margin, still says it recognizes that adjustments to current law
would improve the fair entry of generic substitutes in the market
and prevent future abuses of the patent laws which do occur today.
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I would note that we may not all agree with the content of that
legislation, but at least serious consideration of it, and allowing the
process to go to work to correct the abuses that we find in terms
of pricing, is very much in order and very much in the public inter-
est.

Major employers in this country, such as General Motors, are
facing unsustainable drug cost increases due to a variety of factors
that include costs associated with the delay or denial of generic
price competition. I am aware that the answer to their concerns
does not rest entirely with generic drugs, but more than $20 billion
worth of prescription pharmaceuticals are due to come off their pat-
ent over the next few years. Any unreasonable delay or denial of
the market entry of generic drugs has significant implications for
the health of our citizens and the health of our country, as well as
significant adverse impacts upon American employers.

Mr. Chairman, I want to be as fair as possible in my approach
to the subject. I continue to listen to the concerns of drug
innovators as well as drug purchasers, but the House appears to
be missing a major opportunity, and we are not carrying out our
duty to the people in moving forward on this matter. I do not be-
lieve that we can hide that unfortunate fact.

Thank you, Mr. Chairman.

Mr. BILIRAKIS. And I thank the gentleman. Mr. Tauzin, chairman
of the full committee, for an opening statement.

Chairman TAUZIN. Thank you, Mr. Chairman. Let me express my
appreciation to you personally for this hearing to consider the
issues surrounding competition in the drug marketplace. As we
know, this Nation has, in fact, enjoyed an enormous progress in
competition in the drug marketplace because of Hatch-Waxman.
Reviewing the problems with the act and also acknowledging its
success is an important part of this hearing, I believe.

Without adequate competition, all Americans would pay too
much for their drugs, and many do in some cases. At the same
time, if we skew the marketplace so much as to allow for imme-
diate competition upon FDA approval of a generic challenging a
patented brand drug, it would simply stifle innovation and elimi-
nate the motivation to make those investments. So it is a delicate
balance we seek, and I believe today’s hearing will help us in seek-
ing the balance and achieving it as quickly as we can.

In 1984, the Congress passed the Hatch-Waxman act, which gov-
erns generic drug entry into the marketplace. In exchange for
streamlining the generic drug approval process, brand-name drugs
had patent life restored, so as to take into account the time lost
during the FDA drug approval process. That was the trade: Get
generics into the market quicker and at the same time give those
who develop and produce new drugs a chance to enjoy the oppor-
tunity to recover those investments over the life of their patent,
WithOilt the patent being used up in time spent at the FDA in ap-
proval.

During that time we have seen generics now go up from less
than 20 percent of prescriptions filled in the U.S. to nearly half of
all prescriptions dispensed. That is remarkable progress. I've got
pharmacists in my district, by the way, that are using email and
fax technologies now to communicate directly with doctors when a
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prescription arrives at their pharmacy, and in those email and fax
matrix systems they are setting up doctors can approve generics
that they may not have thought about prescribing in the first place.

They tell me they can drive the percentage of prescriptions dis-
pensed with generics even higher than that one-half of the generics
dispensed today in prescriptions to as high as 80 percent. That
would dramatically, I think, help all of us in this country take ad-
vantage of generic drugs, which in many cases are cheaper than
brand-names.

At the same time, Hatch-Waxman has allowed companies to con-
tinue to innovate, and they spend today roughly $30 billion per
year on research and development. Every one of those new drugs
produced and developed is saving lives, extending lives, and mak-
ing life more bearable for people with illnesses and diseases in this
country.

So while we may complain that the act is not working perfectly,
I think we will all concede that, I assume all of us would concede
that it is working pretty good. I don’t expect anyone on these pan-
els to call for us to repeal it. What we are going to hear, hopefully,
is how we can improve it. That is why this hearing is good.

Recently, the FTC issued a report examining generic entry in the
marketplace prior to the expiration of brand patent rights. The im-
portant words to stress here are “prior to the expiration of brand
patent rights.” The sole focus of that report was whether generics
were obtaining access to the market when a brand holds a valid
patent issued by the Patent and Trademarks Office. To be sure,
some patents may be improperly granted by the PTO, but, accord-
ing to the FTC, this is not the rule. It has been the exception.

Since passage of Hatch-Waxman, roughly 95 percent of all
generics seeking access to the market raise no issue about the va-
lidity of the brand patents. That is a pretty high percentage.

With few exceptions, generic access to the market has not been
stymied through the system of gaming. There have been excep-
tions. We ought to correct them.

What the FTC focused upon were eight drugs where brand man-
ufacturers received multiple 30-month stays. At the onset, let me
state that I support the notion of the 30-month stay. The 30-month
stay allows for a cooling-off period, so tricky patent issues can be
litigated. We believe a 30-month stay is appropriate because Hatch-
Waxman allows generic manufacturers to commit activities that
would otherwise be considered patent infringement prior to generic
approval.

So when a person tells me that a brand drug should be treated
the same in patent litigation through a requirement that they seek
injunctive relief to prevent the FDA from approving the generic, I
tell them that that should be the case only if we treat generic man-
ufacturers like all other manufacturers prior to approval. That is,
you should not be allowed to infringe upon the front end and then
demand to be treated like all the others in the back end.

The question begins, however, and it still lays before us: Is more
than one 30-month stay ever legitimate? Truthfully, I don’t know
that answer. The FTC has studied it and recommends one 30-
month stay per drug. I want to hear that reasoning explained to
us today.
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Further, FTC recommends that when brands settle patent litiga-
tion with generics, the FTC should be given notice of the settle-
ment. This, to me, makes abundant sense. I understand the FTC
is not calling for approval of the settlement, but rather simple no-
tice. Since anti-competitive settlements do nothing to bring lower-
priced generics to the market, this seems like a good starting point
for discussion.

Again, Mr. Bilirakis, I want to thank you for calling this hearing.

Finally, let me mention one more thing before we go into the ar-
cane details of Hatch-Waxman. We will hear a great deal of rhet-
oric today at this hearing about why we must quickly approve the
Senate bill, Senate 812, or some similar legislation. Our friends on
the other side of the aisle will say that such legislation is sorely
needed to bring down the price of prescriptions for seniors. Let me
be perfectly clear. The best way to reduce the prices paid by seniors
for their prescription drugs is to pass comprehensive prescription
drug benefit in Medicare.

The bill we passed through this committee and through the
House in June would reduce some seniors’ drug spending by well
over 50 percent. Approximately 44 percent of Medicare bene-
ficiaries would pay nominal co-pays or no cost-sharing at all. That
legislation ought to be signed into law, and it is a shame we are
not in conference at this point making that possible for the seniors
of America.

As the Energy and Commerce Committee has enjoyed, I believe,
a history of great bipartisanship, as we delve into the minutiae of
Hatch-Waxman, I hope we can go back to that spirit.

There are some problems in the act. We ought to fix them. There
are some things we could do to improve them. But we ought to
build on the success of Hatch-Waxman, and we ought to build on
it as Americans, not as Democrats or Republicans. I hope as we
learn about these important issues today, this committee will begin
to see its way clear to doing that.

Thank you, Mr. Chairman.

[The prepared statement of Hon. W.J. “Billy” Tauzin follows:]

PREPARED STATEMENT OF HON. W.J. “BILLY” TAUZIN, CHAIRMAN, COMMITTEE ON
ENERGY AND COMMERCE

Mr. Chairman: I appreciate you holding this hearing to consider the issues sur-
rounding competition in the drug marketplace. As a Congress and as a nation, we
must ensure that competition in the drug marketplace remains vibrant. Without
adequate competition, all Americans would pay too much for their drugs. At the
same time, if we skew the marketplace so much as to allow for immediate competi-
tion upon FDA approval, we would stifle innovation. So it’'s a delicate balance we
seek, and I believe today’s hearing will help us in seeking that balance.

In 1984, the Congress passed the Hatch-Waxman Act, which governs generic drug
entry into the marketplace. In exchange for streamlining the generic drug approval
process, brand name drugs had patent life restored so as to take into account the
time lost during the FDA drug approval process. Since the Act was passed, we have
seen generics go from less than 20% of the prescriptions filled in the United States,
to nearly half of all prescriptions dispensed. At the same time, the brands continue
to innovate, spending roughly $30 billion per year on research and development. So
while some may complain the Act is not working perfectly, I assume all would con-
cede that it’s working pretty well. Certainly, I do not expect to hear anyone call for
a repeal of the Act.

Recently, the FTC issued a report examining generic entry into the market prior
to the expiration of brand patent rights. The important words to stress here are
“prior to the expiration of brand patent rights.” The sole focus of the report was
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whether generics were obtaining access to the market when a brand holds a valid
patent issued by the Patent and Trademark Office. To be sure, some patents may
be improperly granted by the PTO. But, according to the FTC, this is not the rule,
but rather the exception. Since passage of Hatch-Waxman, roughly 95% of all
generics seeking access to the market raised no issue about the validity of brand
patents. With few exceptions, generic access to the market has not been stymied
through a system of gaming.

What the FTC focused upon were 8 drugs where brand manufacturers received
multiple 30-month stays. At the outset, let me state that I support the notion of
a 30-month stay. A 30-month stay allows for a cooling off period so that tricky pat-
ent issues can be litigated. We believe that a 30-month stay is appropriate because
Hatch-Waxman allows generic manufacturers to commit activities that would other-
wise be considered patent infringement prior to generic approval. So when a person
tells me that brand drugs should be treated the same in patent litigation, through
a requirement that they seek injunctive relief to keep the FDA from approving the
generic, I tell them that should be the case only if we treat generic manufacturers
like all other manufacturers prior to approval. That is, you should not be allowed
to infringe on the front end and then demand to be treated like all others on the
back end.

The question becomes, however, “Is more than one 30-month stay ever legiti-
mate?” Truthfully, I don’t know the answer. The FTC has studied this issue very
carefully, and recommends one 30-month stay per drug. I want to hear this rea-
soning explained to me today.

Further, the FTC recommends that when brands settle patent litigation with
generics, the FTC should be given notice of the settlement. This, to me, may be sen-
sible. I understand that FTC is not calling for approval of the settlement, but rather
a simple notice. Since anti-competitive settlements do nothing to bring lower-priced
generics to the market, this seems like a good starting point for discussion.

Again, Chairman Bilirakis, I appreciate you calling this hearing on this very im-
portant topic. While it’s easy to say we must rush to reform Hatch-Waxman, the
one thing we cannot do is reform it in a way which threatens innovation. Without
innovation, patients are harmed. Without innovation, research moves overseas.
Without innovation, there is no generic pharmaceutical industry. Let us always re-
member: Hatch-Waxman has worked very well. If reforms are needed, we must
draft these reforms correctly.

Finally, let me mention one more thing before we go into the arcane details of
the Hatch/Waxman Act. You will hear a great deal of rhetoric at this hearing about
why we must quickly approve S. 812 or some other similar legislation. Our friends
on the other side of the aisle will say that such legislation is sorely needed to bring
down the price of prescriptions for seniors.

Let me be perfectly clear. The best way to reduce the prices paid by seniors for
their prescription drugs is to pass a comprehensive prescription drug benefit in
Medicare. The bill we passed through the House in June will reduce some seniors
drug spending by well over 50%. Approximately, 44% of Medicare beneficiaries will
pay only nominal co-pays and no cost-sharing. That’s legislation that should be
signed into law right away.

At the Energy and Commerce Committee, we have a proud history of bipartisan-
ship. As our Committee delves into the minutia of Hatch/Waxman, I hope that we
do so in the spirit of that finest bipartisan tradition and examine this law on the
merits. We have many important issues before us today. Let both sides approach
them with an open mind and a willingness to be educated.

Mr. BILIRAKIS. Thank you. I thank you for the wisdom of your
remarks, Mr. Chairman, and would yield 3 minutes to Mr. Pallone
for an opening statement.

Mr. PALLONE. Thank you. Let me say that I very much disagree
with what the chairman of the full committee just said about what
we should be doing and what the other body should be doing. I
mean, the bottom line is that this generic Greater Access to Afford-
ability Pharmaceuticals Act, the bill that passed the Senate, is
really the only game in town.

As much as I am happy that we are having this hearing today,
we need to pass a generic bill. We need to make the changes to
Hatch-Waxman and pass the Senate bill. The fact that we are hav-
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ing a hearing is not enough. The subcommittee, the full committee
should be marking up the Senate bill.

I am all for a Medicare prescription drug benefit, but the bottom
line is that that is not going to happen. This can happen very eas-
ily if this committee would just take the bull by the horns and do
what has to be done.

Keep in mind also that the Medicare benefit, although it is a
great thing, doesn’t address costs. The Republican bill doesn’t ad-
dress cost. It only deals with senior citizens. If you pass the Senate
generic bill, the Hatch-Waxman reform, it would lower costs for all
Americans, not just for senior citizens.

I think the Republican leadership on the committee, basically,
what they are doing is they are saying, look, we know there are
all these problems with Hatch-Waxman. The FTC report shows
dramatically that the brand-name industry is causing the problem
and causing all these delays for generics. Yet, they are not willing
to bring it up.

Why not? Well, the reason is simple: because the brand-name in-
dustry is financing campaigns. They are running ads for all the Re-
publican candidates in the competitive districts telling them that
you should vote Republican.

You know, the brand-name industry is the problem here, and the
Republican leadership on this committee is not willing to address
the problem because they want the help that they are getting from
the brand-name drug companies in their campaigns and in these
competitive races. That is what this is all about.

We don’t need a hearing. We need to pass a bill and we need to
deal with the issue of cost. The Republican bill, even the Medicare
benefit bill, doesn’t deal with the cost issue. I have mentioned
many times in this committee about the non-interference clause
that is in the Republican prescription drug bill that specifically
says that the person in charge of the program cannot essentially
negotiate price reductions. That is what the bill says because that
is what the brand-name industry wanted. They don’t want us to
deal with the cost issue. They don’t want more generics brought to
the market.

I mean this FTC report unambiguously confirms that Hatch-
Waxman is being abused. It details that brand-name companies are
manipulating the approval process. They are the problem. These
additional 30-month stays are being triggered by the strategic sub-
mission of inappropriate patents by the brand-name drug compa-
nies, listings in the FDA’s “Orange Book,” and they go on to talk
about the other problems with the 180 days. I mean, we don’t need
anything more.

The subject of this hearing clearly shows in this FTC report 