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RECENT DEVELOPMENTS WHICH MAY IM-
PACT CONSUMER ACCESS TO, AND DEMAND
FOR, PHARMACEUTICALS

WEDNESDAY, JUNE 13, 2001

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
2322 Rayburn House Office Building, Hon. Michael Bilirakis (chair-
man) presiding.

Members present: Representatives Bilirakis, Greenwood, Deal,
Burr, Norwood, Bryant, Ehrlich, Tauzin (ex officio), Brown, Wax-
ré:an, Strickland, Capps, Towns, Pallone, Deutsch, Stupak, and

reen.

Staff present: Brent Del Monte, majority counsel; Marc Wheat,
majority counsel; Kristi Gillis, legislative clerk; and John Ford, mi-
nority counsel.

g/Ir. BILIRAKIS. Good morning. This hearing will now come to
order.

Today the subcommittee will consider three matters within the
jurisdiction of the Food and Drug Administration which impact the
demand for, and the price of, pharmaceuticals.

Congress is actively seeking to improve access to affordable pre-
scription drugs for all Americans, and particularly our seniors. As
we debate various proposals, we cannot ignore the impact of Fed-
eral food and drug laws on the availability and affordability of
drugs. Today, we will focus on three specific areas which have re-
ceived a lot of attention recently; access to generic drugs; the au-
thority of the FDA to switch drugs from prescription to over-the-
counter status despite a manufacturer’s objections; and direct-to-
consumer broadcast advertising.

At our recent Food and Drug Administration Modernization
hearing I mentioned my intent to examine issues related to generic
drugs. And that is one of the purposes of today’s hearing. Generic
drugs account for nearly half of all prescriptions filled, and yet they
amount to less than 20 percent of pharmaceutical costs. Generics
obviously save consumers billions of dollars per year, and we
should carefully consider their role as we work to develop a Medi-
care prescription drug benefit.

I am particularly interested in learning more about the science
of generics. For instance, how closely must a generic scientifically
resemble the innovator drug for it to receive FDA approval? I un-
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derstand that the scientific standard for generic approval is bio-
equivalence, but what exactly does that mean?

Also, do consumers understand and feel comfortable with, generic
drugs and their role in the modern marketplace? In addition, I'm
interested to learn why, on average, it takes the FDA longer to ap-
prove generic drugs than it does for new drug applications.

Of course, we can’t lose sight of the fact that without a healthy,
vibrant brand-name pharmaceutical industry, there would be no
generic drugs. And I'd like to commend our colleague, Mr. Wax-
man, for his work as co-author of the Hatch-Waxman Act, or as we
like to call on this side, the Waxman-Hatch Act, which increased
consumer access to generic drugs, while strengthening patent pro-
tections for new chemical entities. The Act has proven quite suc-
cessful for the past 17 years. Both the brand name pharmaceutical
and generic industries have thrived, and consumers have benefited
greatly by access to both new therapies and to cheaper copies of old
therapies.

That being said, concerns have been raised about provisions of
the Waxman-Hatch Act which may lead to anti-competitive behav-
ior. The Federal Trade Commission is presently conducting a year-
long review to consider this matter. Our witnesses today will shed
light on the continued utility of the automatic 30-month stay on
FDA approval during patent challenges, as well as how the 180-day
generic exclusivity provision is working.

While I know that some of my colleagues may wish to consider
additional generic issues, we simply do not have the time today to
consider all of these matters. Thus, I hope we can focus on the role
of generic pharmaceuticals and not delve into other areas today.

The subcommittee will also consider the authority of the FDA to
force a drug to be switched from prescription to over-the-counter
status despite the objection of the drug’s manufacturer. We are not
looking at whether FDA should switch specific drugs, and I want
to make that clear. We're not intending to look at whether the FDA
should switch specific drugs, which have been in the news recently,
but rather whether FDA can under the law make the switch. And
if they can, what are the policy impacts of such action?

Last, we’ll hear from witnesses who will discuss the impact of di-
rect-to-consumer broadcast advertising on consumers. In 1997, the
FDA changed the guidelines for broadcast drug ads, and since then
this advertising has increased, as we know, dramatically. While the
advertising has mostly focused on the top selling drugs, it has also
served to better inform consumers. Today, this subcommittee will
consider the full impact of broadcast drug advertising on con-
sumers.

And I now yield with pleasure to Mr. Brown for an opening state-
ment.

[The prepared statement of Hon. Michael Bilirakis follows:]

PREPARED STATEMENT OF HON. MICHAEL BILIRAKIS, CHAIRMAN, SUBCOMMITTEE ON
HEALTH

This hearing will now come to order. Today the Subcommittee will consider three
matters within the jurisdiction of the Food and Drug Administration which impact
the demand for, and the price of, pharmaceuticals.

Congress is actively seeking to improve access to affordable prescription drugs for
all Americans, and particularly our seniors. As we debate various proposals, we can-
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not ignore the impact of federal food and drug laws on the availability and afford-
ability of drugs. Today, we will focus on three specific areas which have received
a lot of attention recently: access to generic drugs; the authority of the FDA to
switch drugs from prescription to over-the-counter status despite a manufacturer’s
objections; and direct-to-consumer broadcast advertising.

At our recent Food and Drug Administration Modernization Act hearing I men-
tioned my intent to examine issues related to generic drugs. That is the purpose
of today’s hearing. Generic drugs account for nearly half of all prescriptions filled,
yet they amount to less than 20% of pharmaceutical costs. Generics obviously save
consumers billions of dollars per year, and we should carefully consider their role
as we work to develop a Medicare prescription drug benefit.

I am particularly interested in learning more about the science of generics. For
instance, how closely must a generic scientifically resemble the innovator drug for
it to receive FDA approval? I understand that the scientific standard for generic ap-
proval is bioequivalence, but what exactly does that mean?

Also, do consumers understand, and feel comfortable with, generic drugs and their
role in the modern marketplace? In addition, I am interested to learn why, on aver-
age, it takes the FDA longer to approve generic drugs than it does for new drug
applications.

Of course, we cannot lose sight of the fact that without a healthy, vibrant brand-
name pharmaceutical industry, there would be no generic drugs. I'd like to commend
our colleague, Mr. Waxman, for his work as co-author of the Hatch-Waxman Act,
which increased consumer access to generic drugs, while strengthening patent pro-
tections for new chemical entities. The Act has proven quite successful for the past
17 years. Both the brand name pharmaceutical and generic industries have thrived,
and consumers have benefitted greatly by access to both new therapies and to
cheaper copies of old therapies.

That being said, concerns have been raised about provisions of the Hatch-Waxman
Act which may lead to anti-competitive behavior. The Federal Trade Commission is
presently conducting a year-long review to consider this matter. Our witnesses
today will shed light on the continued utility of the automatic 30-month stay on
FDA approval during patent challenges, as well as how the 180-day generic exclu-
sivity provision is working.

While I know that some of my colleagues may wish to consider additional generic
issues, we simply do not have the time today to consider all of these matters. Thus,
I hope we can focus on the role of generic pharmaceuticals and not delve into other
areas today.

The Subcommittee will also consider the authority of the FDA to force a drug to
be switched from prescription to over-the-counter status despite the objection of
drug’s manufacturer. We are not looking at whether FDA should switch specific
drugs which have been in the news recently, but rather, whether FDA can, under
the law, make the switch. And if they can, what are the policy impacts of such ac-
tion?

Last, we’ll hear from witnesses who will discuss the impact of direct-to-consumer
broadcast advertising on consumers. In 1997, the FDA changed the guidelines for
broadcast drug ads, and since then, this advertising has increased dramatically.
While the advertising has mostly focused on the top selling drugs, it has also served
to better inform consumers. Today, this Subcommittee will consider the full impact
of broadcast drug advertising on consumers.

I will now yield to Mr. Brown for an opening statement.

Mr. BROWN. Thank you, Mr. Chairman, very much for holding to-
day’s hearings. I want to thank Janet Woodcock and also Bruce
Downey and other witnesses for joining us this morning.

We're looking, as the chairman said, at three prescription drug
issues that are in some ways very different but which derive their
significance in part from the same basic concern; they have a sig-
nificant impact on prescription drug costs in the United States.

Our objective in looking at these issues is not to dismantle legiti-
mate incentives and rewards for innovative new drugs and bio-
logics. This subcommittee, this committee, this Congress have a
pressing responsibility to understand the factors driving the dra-
matic increase in prescription drug spending and explore what
steps w should take to minimize wasted spending.
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Inflated drug prices rob seniors of dollars they need for basic ne-
cessities; they fuel double digit increases in health insurance pre-
miums; they drive up the cost of public programs; they accelerate
the erosion of employer sponsored coverage. Responsibility for es-
tablishing a prescription drug benefit under Medicare rests square-
ly on our shoulders and we simply can’t afford to waste a single
tax dollar on artificially inflated drug prices.

I want to start with generic drugs and focus on access. I want
to commend my colleague Mr. Pallone for introducing the Generic
Drugs Access Act which tackles bio-equivalency disputes at the
local and State levels. And I want to take this opportunity to dis-
cuss the Greater Access to Affordable Pharmaceuticals or GAAP
Act legislation which I introduced with Republican Jo Ann Emer-
son. This is the House version of the Mc-Cain Shumer Bill.

The explicit goal of the Brown-Emerson, Shumer-McCain Bill is
to restore the original intent of the 1984 Waxman-Hatch Act, the
goal of which was to promote generic competition while continuing
to encourage drug research and development. At friends at PhRMA
are going to make other claims about this bill. I understand they’ve
already visited some of my subcommittee colleagues.

PhRMA claims that the GAAP Bill undercuts the incentives Bill
into Waxman-Hatch to reward research and development. In fact,
the bill doesn’t touch the provision of Waxman-Hatch that were in-
tended to reward innovation.

PhRMA claims it would reduce the patent life of brand name
drugs. This bill would have no effect on the statutory patent life
of brand name drugs.

You'll hear it lowers the bio-equivalency standards used to en-
sure that a generic drug is identical to and therefore is safe and
as effective as it’s brand name counterpart. In fact, the bill codifies
three standards that the FDA already uses to determine bio-
equivalency. Putting the force of law behind these firmly estab-
lished standards is one way to fend off endless and inevitably frivo-
lous lawsuits intended to delay generic drug approvals.

With all due respect to PhRMA, it makes as little sense to defer
to them on bio-equivalency standards as it does to defer to the ge-
neric drug industry on bio-equivalency standards. Both parties
have a vested interest in the outcome of bio-equivalence analysis.
It’s kind of like trusting two oil men to come up with a balanced
global warming policy. Never mind on that.

So what would the GAAP Bill do?

Mr. Burr’s not here, but I didn’t want to disappoint him so he
could say that this hearing is partisan, Mr. Chairman.

So what would the GAAP Bill do? It would keep brand name
drug companies from misusing Waxman-Hatch to block legitimate
generic competition. Brand name companies cut deals with the first
generic challenger to keep it off the market because they know that
as Waxman-Hatch is currently written, no generic can enter the
market if the first one doesn’t.

Brand name companies file last minute patents on their drugs
because they know that by suing a generic for patent infringement
they can automatically delay FDA approval by 30 months. And
brand name companies cut deals with generics to keep them off the
market.
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They claim we should protect their right to “settle court cases.’
What they need to remember, Mr. Chairman, is that theyre set-
tling their case with one generic competitor, not with every poten-
tial generic competitor and every American consumer. We should
not all have to pay to reduce their time in court.

I look forward to discussing other provisions of the bill and other
generic drug issues, including the chronic under funding of the Of-
fice of Generic Drugs when we hear from our witnesses later.

I want to briefly touch on DTC advertising and over-the-counter
drugs. In the terms of direct-to-consumer advertising there clearly
are First Amendment implications. But on behalf of consumers,
FDA requires DTC advertising to strike a balance between pro-
moting and explaining the limitations and risks associated with
prescription drugs. They’re also fairly explicit truth in advertising
laws.

Tuesday’s article you may have seen in the Washington Post re-
garding once-a-week Prozac. There are questions about whether
DTC ads fairly represent their products. It’s certain they don’t
highlight the relative price of their product and how that relates
to its efficacy. My guess is that if consumers had the full picture,
DTC ads would be much less inflationary than they are today.

Two thousand increases in sales of just 23 drugs promoted di-
rectly to consumers accounted for half of the $21 billion increase
in pharmaceuticals at retail spending.

In terms of over-the-counter drugs because Congress had the au-
thority to modify the relevant law, it’s important to assess whether
FDA has legal authority to consider the safety of an over-the-
counter determination based on an outside petition. But the reason
the WellPoint case is so important is because it’s promoted us to
ask the critical question how should these determinations be initi-
ated. Is it a conflict of interest when an insurer initiates this
change? Is it a conflict of interest when a drug company initiates
this change, which coincidentally they do not do until their patent
is expired?

It’s in the public’s best interest to reevaluate the current process
and answer these questions. Prescription drugs save lives, they
prevent illness, they reduce the hardship of disabilities; that’s why
it’s important to maintain incentives for prescription drug research
and development. That’s what this committee needs to do. But it’s
also why it’s important to eliminate any kinks in the current sys-
tem that artificially inflate prescriptions drug prices. Too much is
at stake, Mr. Chairman, to look the other way.

Thank you.

Mr. BILIRAKIS. The Chair yields to Dr. Norwood for an opening
statement and would request that we try to stay within the 5
minute rule, if we possibly could.

Dr. Norwood.

Mr. NOrRwOOD. Thank you very much, Mr. Chairman. And I am
grateful to you for this very important, interesting and hopefully
bipartisan hearing.

I don’t really think that I can add much to your opening state-
ment. It said it all pretty well, other than to thank the witnesses,
Dr. Woodcock and others, for being here.
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In a sense of timing, I'll yield back my time so we can hear from
the witnesses.

Mr. BILIRAKIS. The Chair thanks the gentleman.

Mr. Pallone for an opening statement?

Mr. PALLONE. Thank you, Mr. Chairman. I want to thank you
and Mr. Brown for holding this hearing on these issues, particu-
larly the generic drug issue which is very important to me.

As you know, the high cost of prescription drugs is one of the
most pressing health care issues confronting our country’s senior
citizens, employers, managed care plans, State and Federal drug
programs. Although controlling drug costs is not an easy task, ge-
neric competition can have a dramatic impact on reducing pharma-
ceutical costs, and I strongly support necessary changes to Wax-
man-Hatch that would allow timely access and availability of ge-
neric drugs once the patent on brand name drugs expires.

The inclusion of generic alternatives in the marketplace is great
for consumers, employers and government purchasers because ge-
neric competition provides access to less expensive, therapeutically
equivalent generic versions of brand name drugs. Brand name com-
panies have been proficient in manipulating the Waxman-Hatch
law and launching aggressive campaigns to block or delay generic
alternatives from reaching the market.

The intent of Waxman-Hatch was to provide a balance between
brand name drugs and generic drugs in the marketplace. But cur-
rently the scales are tipped heavily in favor of the brand name
companies. This is clear from the number of pieces of legislation
that have successfully extend the patents on blockbuster drugs and
reaped extraordinary profits for these brand name companies.

The balance in the marketplace needs to be restored for the ben-
efit of the consumer and an examination of Waxman-Hatch can be
done, I think, best through the GAAP Bill which Mr. Brown has
sponsored and which he mentioned, the Greater Access to Afford-
able Pharmaceuticals Act. I call it GAAP.

I would like to talk a little bit about how the big name drug com-
panies have several frequently used methods to delay generic com-
petition. One of their favorite tactics is to make insignificant
changes to their products and secure new patents just as the pat-
ent on the original product is set to expire. New patents are grant-
ed by the Patent Office for frivolous and invalid reasons, such as
changing the color of the bottle, however you know the problem is
that once the new patent is presented, the current law protects
these brand name companies by prohibiting a generic from going
on the market for 30 months.

Another favorite method used by the brand name industry to ma-
nipulate the intent of Hatch-Waxman—oh, did I say Hatch-Wax-
man, I'm sorry. Waxman-Hatch. Is inserting patent extensions into
legislative vehicles. In the interest of keeping pharmaceutical drug
costs down, Congress should reject attempts by the brand name in-
dustry to extend patents on profitable drugs by finding sponsors to
inconspicuously insert these patent extensions into various legisla-
tive vehicles.

And last, the misuse of citizen petitions by brand companies is
widely used to delay the approval of generic drugs. Often times,
brand name companies file a citizen petition with the FDA as a
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method of blocking the regulatory process, and as a result brand
name companies are afforded months or even years of monopoly.
Agency officials reviewing these petitions are administratively chal-
lenged, and this leaves the review and approval of generic drugs
on the back burner. Just another example of where legislative
changes could prevent a citizen petition from delaying the approval
of a generic drug that would ensure patient safety and improve ac-
cess, and of course the GAAP Bill seeks to accomplish that.

I don’t want to keep talking about all these tactics, but the bot-
tom line is that the brand name industry does delay generic drugs
from entering the marketplace. It’s widespread, it’s well known and
I think we have to open up Waxman-Hatch to find avenues that
would stop these delays.

Thank you, Mr. Chairman.

Mr. BiLIRAKIS. I thank the gentleman.

Mr. Waxman, for an opening statement.

Mr. WAXMAN. Thank you very much, Mr. Chairman.

By any definition, pharmaceuticals are important to Americans.
Some people place hope in research toward cures, some people are
struggling to afford the treatments that are already known. This
is the balance, progress and access. Neither make sense without
the other. It is unfair and wasteful to develop new products that
sick people can’t afford. It is pointless to get easy access to products
that don’t help.

This is a balancing act that I know well. I've been working on
it for almost 20 years now. I'm pleased and proud that the legisla-
tion that bears my name has been so uniformly regarded as suc-
cessful in its twin goals.

I'm also always reluctant to open it up to amendment, whether
it be for ad hoc patent extensions or response to individual court
ruling, or for fine tuning to address market changes. The road to
imbalance is paved with good intentions.

But while 'm cautious about opening it up, I will not stand by
as a system is abused. Over the past year I've been very troubled
by reports of collusive arrangements between brand name and ge-
neric companies of near frivolous patent infringement and of late
additions of patents unrelated to the basic functioning of the drug.
I only wish that the manufacturers who benefit from the system
were as cautious about throwing it into imbalance as I am.

Such clear abuses invite legislative response, and while I'm cau-
tious about amending the law, I will not let my caution be abused.

I look forward to the testimony and questioning today of those
witnesses that are before us, and I hope I'll have other opportuni-
ties to explore these very complicated but truly vital issues further.

Mr. Chairman, just on a diplomatic note of clarification, both
Waxman-Hatch and Hatch-Waxman are acceptable usages. In fact,
if you did a quick computer search it would show that both are
widely used.

It’s been the tradition that I refer to this law as the Hatch-Wax-
man Act and Senator Hatch call it the Waxman-Hatch Act just out
of courtesy to each other and to the other party.

Again, this is another one of those balancing acts. But I want to
point out that it is not acceptable to call it the “Wax-Hatchman’ or
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the “Hatchman-Wax Act.” Any other use of our names in any order
is quite acceptable.

Mr. BILIRAKIS. I would say, Mr. Chairman, if I might still refer
to you as such, that we are not—we personally are not bound by
that tradition. You may be bound and Mr. Hatch may be bound,
but not us. So it’s still the Waxman-Hatch Act on this side of the
Capitol.

Mr. Stupak for an opening statement.

Mr. StUupPAK. Well, thank you, Mr. Chairman. And thanks for
holding this very important hearing on recent developments in pre-
scription industry. I believe it’s the duty of this subcommittee to
monitor and take necessary action to approve our Nation’s
healthcare system, of which prescriptions drugs play an increas-
ingly large role.

Here are the indisputable facts. Prescription drug spending has
increased by $20.8 billion or 18.8 percent just last year. Seniors,
one-third of whom lack prescription drug coverage, received a 2.4
cost of living increase in their Social Security benefit last year.

Less than half of the prescription drug cost inflation is linked to
the increased use of prescription drugs. The rest is attributable to
higher prices, annual price increases and shifts from lower costs to
higher cost drugs.

The hearing today focuses on three major issues facing the Amer-
ican in today’s health market: direct-to-consumer advertising, over-
the-counter drugs, and generic drug issues. Each of these three
issues are substantial in their own right.

The speed of generic drugs into the marketplace is one area in
which I am particularly interested. In 1994 the Waxman-Hatch Act
was passed during a time when the drug approval process was
slow. Now, 17 years later, it’s the norm rather than the exception
to have a drug approved in 12 months. This change in the FDA ap-
proval process should also necessitate a change in the speed in
which the FDA is able to approve generic drugs. Pharmaceutical
companies, while indisputably delivering some excellent products,
are using the loopholes in the Waxman-Hatch Act to extend their
strong hold on their products and, thus, increase their profits.

Another area of particular concern to me is the direct-to-con-
sumer advertising. While this is seen by many as a necessary way
to gain greater knowledge about drugs and healthcare in general,
I'm alarmed at the incredible amounts of money being spent on di-
rect-to-consumer advertising, as well as the fact that the drug com-
panies are responsible for outlining the risk of their drugs with lit-
tle oversight from the FDA. Many drug companies are failing to
outline the risk to consumers.

The goal of this hearing is to find the best way to lower drug
prices for consumer while at the same time ensuring consumer
safety, and it’s a goal everyone can support.

The three issues we will discuss are seen as possible areas we
can improve upon to lower drug prices, better drugs and improve
healthcare systems.

Mr. Chairman, I sincerely hope this hearing resolves questions
I and others have on these issues. And thank you again for holding
this hearing.

Mr. BILIRAKIS. And I thank the gentleman.



Mr. Green for an opening.

Mr. GREEN. Thank you, Mr. Chairman, for holding this hearing
on consumer access to and demands for pharmaceuticals. It’s the
interest of all Americans, but especially relevant to our committee,
as we consider ways to provide an affordable Medicare prescription
drug benefit for seniors. According to the National Institute of
Health Management, costs of prescription drugs has risen dramati-
cally over the last 15 years.

Last year alone, we saw a 19 percent increase in spending on
outpatient pharmaceuticals. Increases in sales of just 23 drugs
were responsible for half of this increase, including Vioxx, Lipitor,
Prevacid and Celebrex. It shouldn’t be a surprise to anyone that
these drugs are among the most popular, consumers are
bombarded with advertisements for these medications every time
they open a magazine, turn on the television or surf the Internet.
The proliferation of direct-to-consumer advertising has a strong ef-
fect on the consumer utilization of pharmaceuticals.

Consumers are taking a more activist role in their treatment. For
the first time they’re asking their physicians to prescribe a course
of treatment including the pharmaceuticals that they see adver-
tised.

Mr. Chairman, I believe it’s important for consumers to be in-
formed about their healthcare options and they should work their
doctors for treatment. But it does concern me when we see mar-
keting costs for pharmaceuticals almost equaling the research and
development costs for pharmaceuticals.

The FDA’s recent recommendation to make certain allergy medi-
cations available over-the-counter has sparked fierce debate on the
FDA’s right to make such a change absent the consent of the spon-
sor. There are questions about how such a move would impact con-
sumer’s access to such drugs, who would bear the economic burden
of the shift and whether such a move would create a disincentive
for the innovation.

Finally, consumer’s access for affordable pharmaceuticals is
greatly enhanced by the availability of generic alternatives. The
Drug Price Competition and Patent Term Restoration Act of 1984,
also know as the Waxman-Hatch Act, was a compromise bill which
successfully increased the availability of generic alternatives and at
the same time protecting their patents for innovation or innovator
companies. At the time it passed, this legislation represented a
compromise approach to meet the needs of both the innovator drug
companies and generic companies. The balance, though, has shifted
in recent years as loopholes in the law have created the oppor-
tunity for abuse in the system.

For example, innovator companies often file a number of patents,
staggering patent applications to extend their patent protections
and, thus, their exclusivity. They’re gaming the system and I don’t
think Congress should continue them to allow to do that. By stag-
gering the patents, this loophole creates the possibility for inno-
vator companies to receive multiple and unlimited stays for a sin-
gle drug. This patent stacking results in lengthy delays and exces-
sive litigation before the problems are resolved and alternatives
can reach the market.
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Additionally, these new patents are often for peripheral issues,
such as the pharmaceutical’s color, its labeling, or even are indica-
tion. These include minor changes, and that’s why Congress should
update the Waxman-Hatch Act.

I know my good friend from Ohio, Sherrod Brown has introduced
legislation which would stem some of these abuses and level the
playing field for the generic pharmaceuticals. While I've not co-
sponsored my colleague’s bill, I grow more and more concerned that
Congress must take action to close the loopholes that we've seen
develop since 1984.

As we in Congress struggle to provide an affordable prescription
benefit for seniors, we must look at all these issues.

I look forward to the testimony today. And I yield back my time,
Mr. Chairman.

Mr. BILIRAKIS. I thank the gentleman.

Ms. Capps for an opening statement.

Ms. Capps. Thank you, Chairman Bilirakis. I'm pleased we could
be here today to address this issue.

The news just this week of the cost of living compared with the
exorbitant increases in medications, prescription medications, I
think is further testimony to the fact that something’s out of con-
trol. The prices have skyrocketed, and so it is high time that Con-
gress take a long hard look at some of the factors influence the
price of prescription drugs.

Today prescription medications are often the preferred, and
sometimes the only method of treatment for many illnesses and
diseases, but the cost in so many cases is a deterrent so that pa-
tients are not getting this often life saving treatment that they
need. Therefore, we on this committee need to address this issue.

There are certainly no simple solutions. We will need to closely
examine the various factors that effect drug pricing, such as com-
petition and cost of development and distribution. Seventeen years
ago Congress took a tremendous step in improving competition
with the Waxman-Hatch Act. It has had a dramatic effect quad-
rupling the percentage of the market represented by the generic
drugs while continuing to protect the right of patent holders and
encouraging new drug development. But I'm concerned about re-
ports of abuses by pharmaceutical companies of the protections and
incentives that this law provides. These reported abuses could im-
pede the access the generic drugs have to the market and to my
constituents.

Claims have been made that brand name companies are using
loopholes in the 30 month day and the 180 day market exclusivity
provisions to indefinitely delay the production of generic drug com-
petition. In light of these charges, it is time for us to look at im-
proving the Act. As we take this up, we certainly must not discour-
age innovation and new ideas. There must continue to be strong in-
centives for companies to spend on research and development, but
we cannot follow these incentives—we cannot allow these incen-
tives to prevent our constituents from being able to afford the
medications that they need.

The increased competition that generic drugs bring to the mar-
ketplace has saved purchasers $8 billion to $10 billion according to
a 1998 CBO study. Clearly, this is important because if we are to
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implement a real prescription drug benefit for our seniors, we are
going to have to find ways to contain costs.

So I'm looking forward to hearing the panel’s perspective on how
we can do this, eager to hear their thoughts on direct-to-consumer
advertising or DTC. DTC may have the potential to improve the
public’s understanding of their health needs and options, but I am
concerned about the resources being spent here, resources that add
to the cost of drugs and ultimately come from the consumer’s pock-
et.

We cannot permit companies looking for a way to increase their
profits to exploit their consumers, our constituents. And I also
think we must make sure that any such advertising meets the
strictest guidelines to protect American safety.

I want to thank Mr. Waxman for his years of leadership on this
issue and recognize the leadership of Representatives Brown,
Pallone, Eshoo and Dingell on these matters. They’ve worked hard
to find ways for the public to have more access.

And I look forward to working with you, Mr. Chairman, to con-
tinue this work and improve our health system.

I yield back the balance of my time.

Mr. BILIRAKIS. The gentlelady’s time has expired.

I'd like to very much to be able to get through the opening state-
ments before we run over to vote.

Mr. Deal for an opening statement.

Mr. DEAL. I'll assist you, Mr. Chairman, by passing.

Mr. BILIRAKIS. I thought you might do that. Thank you.

Mr. Deutsch.

Mr. DEUTSCH. Thank you, Mr. Chairman. I thank the chairman
and ranking members for calling this hearing.

Mr. Chairman, while all the issues we will hear about today are
serious and deserving of attention, there’s one aspect of this hear-
ing that I think is particularly important to focus on today: Patent
issues under Waxman-Hatch Act.

While direct-to-consumer advertising and over-the-counter
switches may have some impact on the high cost of drugs, nothing
contributes to the prices our constituents pay at the pharmacy like
delaying generic entry into the market.

I hear everyday from constituents who are struggling with pay-
ing the high cost of drugs. I also frequently hear from the pharma-
ceutical industry giving me reasons why drugs are so expensive
and why I should help to maintain these extraordinary prices. And
while I agree that research into life saving therapies is a cost and
necessary venture, we should address how brand name companies
game the patent and Orange Book Listing, thereby inflating drug
prices even further and delaying entry of low cost generics into the
market.

We should also address the FDA’s role in this system and failure
to adequately ensure the validity of many patents.

I have seen and heard of numerous examples during my years
in Congress of a generic drug set to go to market only to be delayed
because a brand name company has filed an Orange Book Listing
with the FDA stating that they deserve additional market exclu-
sivity on an active ingredient because they’ve changed some part
of the pill, it’s shape, color or size.
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And then another generic company is forced to delay entry of its
product into the market until the new patent expires or they can
successfully challenge the patent. Amazingly, FDA is a full partner
in this process, simply listing patents in the Orange Book without
regard to the value of the patent. That makes no sense to me since
the FDA deals with patents on drugs, devices, cosmetics and other
products every single day.

Recently Biovail, a brand drug company listed a patent in the
Orange Book that they said applied to their drug Tiazac, which
was about to lose its original patent coverage. During litigation
FDA testified that it believed the new patent actually did not and
could not apply to Tiazac. Additionally, the FDA testified that it
was unilaterally prepared to delist the patent from the Orange
Book. Nevertheless, after all this testimony the FDA turned around
and sent a letter to Biovail telling the company that they would
continue to list the patent as applying to Tiazac as long as Biovail
sent a letter to them confirming the same.

Essentially the FDA said to Biovail help us help you lie to us.
If that is what Congress intended in Waxman-Hatch Act 17 years
ago, I doubt it.

The question we have before us is what do we do now? Frankly,
I don’t blame the brand companies for exploiting these loopholes.
That’s just plain business sense. It’s now up to us in Congress to
prevent this kind of abuse of the patent and Orange Book systems.

I fully support Ranking Member Brown’s legislation, part of
which requires brand name manufacturers to list all the drugs rel-
evant to that and certify with the FDA that the list is complete and
accurate. This bill also expedites the legal process for challenging
late listed patents.

We may also want to look at limiting patents that can be listed
in the Orange Book to the active ingredient and the first mode of
use. Whatever we do, we need to ensure that FDA becomes a more
willing partner in this process.

I'm interested to hear from the witnesses and what they have to

say.

And I yield back the balance of my time.

Mr. BILIRAKIS. The Chair thanks the gentleman.

We will break now. The opening statements are hereby ended.
The written opening statement of all members of the subcommittee
are hereby made a part of the record without objection.

[Additional statements submitted for the record follow:]

PREPARED STATEMENT OF HON. FRED UPTON, A REPRESENTATIVE IN CONGRESS FROM
THE STATE OF MICHIGAN

Mr. Chairman, thank you for holding today’s timely hearing on recent develop-
ments which may have an impact on consumers’ access to and demand for prescrip-
tion drugs. These are complex issues, and we need to have a good grasp of them
as we work together to craft a Medicare prescription drug benefit.

It was my pleasure to serve with you on the House Leadership’s Prescription
Drug Task Force in the last Congress and to see the plan we crafted win bipartisan
approval by the House. I sought to serve on this task force because I strongly be-
lieve that no senior citizen should be forced to forego needed medication, take less
than the prescribed dose, or go without other necessities in order to afford life-sav-
ing medications. Our nation leads the world in the development of new drugs that
enable us to effectively treat diseases and conditions. But if people cannot afford to
buy these drugs, their benefits are lost to many in our population.
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Mr. Chairman, I am looking forward to working with you and my colleagues on
both sides of the aisle and with the new Administration to craft a plan that can
win the bipartisan support necessary to move quickly through Congress and be
signed into law by President Bush. We cannot allow another Congress go by without
providing relief to the millions of seniors without prescription drug coverage.

PREPARED STATEMENT OF HON. BARBARA CUBIN, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF WYOMING

Pharmaceutical products have come a long way over the course of the past two
decades, reaching new heights in innovation and research and development.

Because of that, many lives have been saved. Heaven forbid we should do any-
thing to jeopardize that continued success in the future.

Since passage of the Hatch-Waxman Act in 1984, we have seen more generic
drugs make their way into the market and into the hands of consumers.

In 1980, before Hatch-Waxman, CBO estimated that 13 % of prescriptions filled
were generic; by 1998, generics comprised 58 % of total prescriptions. Those num-
bers tell us that Hatch-Waxman has played a pivotal role in making generic drugs
more accessible to patients.

At the same time, Hatch-Waxman has helped foster research and development.
Pharmaceutical companies have increased their R&D spending from $3.6 billion in
1984 to over $30 billion in 2001.

That is very encouraging, especially for those of us, presumably most, who depend
on drugs everyday for quality of life.

Hatch-Waxman is not, however, without its controversies—namely when it comes
to pharmaceutical patents. To the extent Hatch-Waxman has caused some
gT(lilmblings in this area, we will soon discover through the course of this hearing
today.

I look forward to hearing the testimony of our witnesses, and yield back the bal-
ance of my time.

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

Mr. Chairman: I'd like to begin by commending you for calling this very impor-
tant, and timely, hearing today.

Our purpose today is to consider three important matters: Access to generic drugs,
direct-to-consumer broadcast advertising, and the government’s authority to switch
prescription drugs to over-the-counter status over the objection of drug sponsors.
These three issues directly impact our constituents who want the best quality phar-
maceuticals at the lowest possible prices.

In 1984 the Congress passed the Hatch-Waxman, or as my friends on the other
side of the aisle call it, the Waxman-Hatch Act. This Act did two primary things:
it restored patent terms to innovators which had to navigate the lengthy FDA drug
approval process prior to marketing, and it provided an expedited drug approval
process for generic drugs. In my view, the 1984 Act has proven to be a resounding
success. In 1984, the market share for generic drugs was less than 20%, and today
that figure stands at nearly 50%. So consumers now have greater access to lower-
priced therapies. At the same time, we’ve seen an explosion in innovator investment
in research and development. Research-based pharmaceutical companies have in-
creased their R&D spending from $3.6 billion in 1984 to over $30 billion today.
Knowing that innovator drugs will face competition immediately upon patent expi-
ration forces the innovators to do what they do best: innovate.

That being said, there are some who urge that the 1984 Act needs some fine-tun-
ing; that certain loopholes have been abused, thus delaying consumer access to
lower-cost generics. The primary focus of these comments concern the automatic 30
month stay on generic approval at FDA when the generic challenges an innovator
patent as invalid or not infringed, and the 180 day generic exclusivity provision of
the Act.

There have been a few recent, high profile examples of abuse of the 30 month stay
provision. And while these few examples have led some to call for major revisions
of Hatch-Waxman, I say let us keep things in perspective. While some reforms may
be necessary, we cannot lose sight of the fact that between 1984 and January, 2001,
8,259 generic applications were filed with FDA, and only 478 generic applications,
or 5.8% of the total, raised any patent issues. In essence, the 30 month stay is rare-
ly a barrier to generic access to the market. That is not to say, however, that the
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Congress must turn a blind eye if the stay acts as an artificial barrier to generic
competition. These are issues we must consider today.

Further, we must explore how the 180 day generic exclusivity provision is work-
ing. I believe there should be incentives for generics to challenge weak patents. In
1984 it was thought that 180 days of generic exclusivity would ensure this. But the
market place has changed dramatically since then. Now we see three, four, some
times five generics lining up to challenge patents on blockbuster drugs, even though
only the first generic to challenge is eligible for the exclusivity. Further, the courts
have determined that to be eligible for the exclusivity all the generic has to do is
file the challenge first, not successfully defend a patent infringement case. These de-
velopments raise many issues we need to explore: For example, should the exclu-
sivity roll to subsequent challengers when the first challenger settles its case? Or,
is the statutory incentive even necessary now, given the market incentives which
leathO multiple generic applicants with no chance of exclusivity challenging pat-
ents?

Regarding direct-to-consumer, or DTC, broadcast advertising, I am especially in-
terested in learning whether these ads lead to increased utilization of inappropriate
therapies, educate consumers to seek therapies which lead to healthier lives, or
maybe a bit of both. There has been a lot of anecdotal information on this subject,
and I know that FDA is presently conducting a review of DTC’s impact.

While increases in DTC broadcast advertising spending have coincided with in-
creases in overall expenditures on pharmaceuticals, I think it is premature to draw
a causal connection between the two, though the existence of a connection must be
studied. There is information pointing to DTC broadcast ads having an overall posi-
tive impact. For instance, a 1999 FDA survey found that 27% of those who sought
information from their doctors after seeing a DTC ad asked their physicians about
a condition they had not discussed before. Further, a recent Prevention Magazine
survey found that 76% of Americans believe DTC ads help them become more in-
volved in their own health care. At the same time, there is no denying that the ad-
vertising is concentrated on a relatively short list of drugs. The most recent statis-
tics show that about 12 drugs accounted for nearly half of all DTC broadcast spend-
inig,l. And it probably comes as no surprise that these drugs are some of the biggest
sellers.

Last, the Subcommittee will focus on whether the FDA has the authority to
switch a drug from prescription status to over-the-counter, or OTC, status over the
objection of drug sponsors. This issue just recently came to the fore when one of our
witnesses before us today, WellPoint, filed a citizens petition urging such a switch.
The issue to me isn’t whether the drugs at issue in the WellPoint petition are safe
enough to be switched, but rather whether the FDA has the authority to make the
switch without the consent of the sponsor.

For past decades, it was widely understood that the only way to sell an OTC drug
was to either comply with a monograph, or to petition the FDA for a switch of your
prescription drug through a new drug application. However, there is no denying
that Section 503(b)(3) of the Code states that the “Secretary may by regulation re-
move drugs [from prescription status] when such requirements are not necessary for
the protection of the public health.” While this provision in the Code is a half-cen-
tury old, it’s plain meaning seems evident. I need to hear from our witnesses why
my understanding of this provision may be misinformed, or whether I understand
it correctly.

And if 1t turns out that the Secretary does have the authority under the Code to
make the switch, we must explore what kind of process must be afforded to drug
sponsors who object to the switch. Are they entitled to evidentiary hearings? Will
they be forced to conduct label comprehension studies? W