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THE GENERIC DRUG MAZE: SPEEDING AC-
CESS TO AFFORDABLE LIFE-SAVING DRUGS

THURSDAY, JULY 20, 2006

U.S. SENATE,
SPECIAL COMMITTEE ON AGING,
Washington, DC.

The Committee met, pursuant to notice, at 10:04 a.m., in room
SD-106, Dirksen Senate Office Building, Hon. Herb Kohl presiding.
Present: Senators Kohl, Smith and Clinton.

OPENING STATEMENT OF SENATOR HERB KOHL

Senator KOHL. We will call this hearing to order at this time,
and we welcome our witnesses. As always, I thank our Chairman,
G(()irdon Smith, for the opportunity to put this hearing together
today.

We will examine today the bureaucratic and legal barriers that
stop new generic drugs from entering the market and what we can
do about it. This is of particular interest to this Committee as we
work to help seniors cope with the high costs of prescription drugs.

But rising drug prices don’t only harm the elderly; they hurt us
all as they undermine our private and public health systems.
Health insurance premiums continue to skyrocket in large part due
to escalating drug costs. The Federal Government, with the new
Medicare prescription drug benefit, also feels the squeeze.

Yet, the pharmaceutical industry, as you know, remains one of
the most profitable industries in the world, returning more than 15
percent on investment. As a businessman myself, I respect an in-
dustry’s right to maximize profits. Nevertheless, I believe they are
charging Americans the highest drug prices in the world—that is
almost beyond dispute—and forcing many employers to drop health
coverage for their employees and squeezing the budgets of State
and Federal Governments as well.

As we will examine in this hearing today, government needs to
consider action if companies unfairly and or evenly illegally manip-
ulate the private market. According to the CBO, generic drugs save
consumers $8 to $10 billion every year. Just last week, this Com-
mittee heard from Richard Wagoner, the CEO of General Motors,
who stated how important using generic drugs are in reducing
General Motors’ health costs.

General Motors employees and retirees substitute generic drugs
for brand name drugs in 90 percent of the cases in which a generic
exists, and this has come about, this 90 percent, because General
Motors pushes it with such great energy. General Motors estimates
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zavings of $400 million every year as a result of using generic
rugs.

So we need to find every possible way to get government, compa-
nies and individuals to emulate what General Motors has done. If
we could do that, health care savings in this country as a result
of using generic drugs could be astronomical. One way to make
that happen is for Congress to monitor more closely and adequately
fund FDA’s Office of Generic Drugs.

Earlier this year, the FDA had a backlog of more than 800 appli-
cations to bring new generic drugs to the market. That was an all-
time high. This backlog continues to grow as more brand drugs lose
their patent protection. According to FDA guidelines, the agency
should take no longer than 6 months to review a generic applica-
tion, and yet the wait averages nearly 2 years.

We have been working with the FDA to reduce this time. Earlier
this year, we were able to add $10 million for generic drug review
at FDA in the Ag appropriations bill, and we hope to keep these
dollars in conference. While increasing funding for this program is
just step one, we are pleased that the Director of the Office of Ge-
neric Drugs is here today to outline steps two, three and four so
that we get generics to pharmacy shelves much more quickly.

Since passage of the Drug Price Competition and Patent Term
Restoration Act, commonly known as Hatch-Waxman, we have seen
a wider availability of generic drugs with little effect on the profit-
ability of drug manufacturers and their ability to do research and
development. Unfortunately, some brand name pharmaceutical
manufacturers have learned to circumvent Hatch-Waxman using
litigation and other means to extend the life of patents and keep
generics from entering the market.

Courts and the FTC have determined that some brand name
drug manufacturers have even colluded with generic drug manufac-
turers to delay the marketing of competing generic products. One
form of collusion is to use payoff settlements. A drug company that
holds a patent on a blockbuster brand name drug will pay off a ge-
neric drug maker to delay the sale of a competing generic drug. So
while the brand name drug company and generic manufacturer
make out extremely well, consumers, as we can readily understand,
can lose out.

The FTC has taken a strong stand against these types of payoffs,
but they still flourish because of recent court rulings which allow
back-room deals to occur. I have introduced bipartisan legislation
to prohibit these payoffs. We hope to talk about this bill today, as
well as other ways to address practices used by the drug industry
to delay generic drug entry into the market. In our effort to cut
down the cost of health care in this country, there is nothing more
important than making sure that consumers, employers and gov-
ernments have full access to affordable generic drugs.

So we look forward to this hearing today, and at this time I turn
to our esteemed Chairman, Gordon Smith.
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OPENING STATEMENT OF SENATOR GORDON H. SMITH,
CHAIRMAN

The CHAIRMAN. Thank you, Senator Kohl.

Senator Kohl is our Chairman for this day. We have a relation-
ship on this Committee that allows us to pass the gavel back and
forth, and I want to thank Senator Kohl for his leadership on this
issue. We jointly share a real concern about affordable prescription
drugs.

Clearly, the biggest problem we have in health care today is just
simply the skyrocketing cost that far outpaces overall inflation for
other goods and services. In fact, from June 2004 to 2005, prices
for health care grew at a rate double other types of consumer
goods. Obviously, driving much of this growth in costs are prescrip-
tion drugs. Prices for brand name prescription drugs have grown
4 percent since January of this year alone.

For some medications like the sleeping aid Ambien, increases
have been in the double digits. Frankly, if this trend continues,
drug therapies important to seniors will just simply be under-
mined. The gains we have achieved with the implementation of
Medicare Part D will just simply be lost.

Generic drug alternatives do hold some promise in helping to
provide consumers more affordable options. The CBO estimates
that generic drugs save health care consumers $8 to $10 billion a
year. With a number of popular brand name drugs soon going off
patent, Americans and the Federal Government could save billions
of dollars by choosing to purchase generic alternatives.

Such savings will only be realized if the drugs get to market in
a timely manner, and as Senator Kohl has just indicated, we are
very concerned about the practice of paying by brand to keep
generics off the market. This is of great concern to us. Obviously,
we want the market to work, but it is not working when it is done
in that way.

So given the potential cost savings that could be gained by get-
ting more generic drugs to market, Congress needs to carefully con-
sider whether it is appropriately funding the FDA’s approval activi-
ties. An even greater impediment to generic drug access is this
practice of paying off. That simply needs to stop. As Senator Kohl
noted, Congress is already taking steps to prohibit brand name
drug companies from entering into these kinds of agreements so
they can delay less expensive alternatives from coming to market.

So I look forward to learning more about this important topic
and I appreciate very much the effort that our Committee is mak-
ing on this. Senator Kohl has assembled an excellent group of wit-
nesses today and I know they will provide us with useful informa-
tion on this issue.

Senator KOHL. Thank you, Senator Smith.

We are very pleased to welcome our first panel here today. The
first witness will be Gary Buehler. Mr. Buehler has been the direc-
tor of the FDA’s Office of Generic Drugs, Center for Drug Evalua-
tion and Research, since July 2001. Besides working for FDA for
the past 10 years, Mr. Buehler has compiled a great deal of experi-
ence with various aspects of the issues that we will be examining
today. Mr. Buehler’s testimony, I believe, will help us understand
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some of the factors that slow the approval of generic drug applica-
tions.

After him, we will hear from Jon Leibowitz, who has been an
FTC commissioner since 2004. Before joining the executive branch,
Mr. Leibowitz served in a variety of different offices in the Con-
gress, including my own as my chief counsel on Judiciary from
1989 to 2000. Additionally, he has prior experience on the U.S.
Senate Antitrust Subcommittee as the Democratic chief counsel
and staff director from 1997 to 2000. Mr. Leibowitz will discuss
current efforts by the FTC to protect consumers from anti-competi-
tive practices of the pharmaceutical industry.

We welcome you both here today and we look forward to your
testimony.

Mr. Buehler.

STATEMENT OF GARY BUEHLER, DIRECTOR, OFFICE OF
GENERIC DRUGS, CENTER FOR DRUG EVALUATION AND
RESEARCH, FOOD AND DRUG ADMINISTRATION, ROCK-
VILLE, MD

Mr. BUEHLER. Good morning, Mr. Chairman and Ranking Mem-
ber Senator Kohl. I am Gary Buehler, Director of the Office of Ge-
neric Drugs in the Center for Drug Evaluation and Research at the
U.S. Food and Drug Administration. Thank you for the opportunity
to testify about FDA’s efforts to expedite the approval of generic
drug products.

FDA understands that Congress and the public are concerned
about the high cost of prescription drugs. Generic drugs play an
important role in granting access to affordable products that will
benefit the health of consumers and especially seniors. Generic
drugs typically cost 50 to 80 percent less than their brand name
counterparts, and prompt approval of generic drug product applica-
tions, also known as abbreviated new drug applications, or ANDAs,
is imperative in making generic products available to American
consumers at the earliest possible date.

FDA has taken a number of significant steps to provide greater
access to affordable prescription medicines. In 2003, FDA published
a final rule to improve access to generic drugs and lower prescrip-
tion drug costs for millions of Americans. This rule was first pro-
posed in response in part to FTC recommendations and other
changes that the agency identified as being useful in improving ge-
neric competition.

The rule limits an innovator drug company to only one 30-month
stay of a generic drug applicant’s entry into the market for resolu-
tion of a patent challenge. These changes will save Americans over
$35 billion in drug costs over the next 10 years, and will also pro-
vide billions in savings for the Medicare and Medicaid programs.
We were pleased that elements of this rule are prominent in part
of the Medicare law, and that with FDA’s technical assistance, the
law added additional mechanisms to enhance generic competition
in the marketplace.

In addition, since fiscal year 2001, the administration and Con-
gress have increased funding for FDA’s generic drug program by 66
percent—a clear sign of the important role played by the Office of
Generic Drugs. These increases have enabled FDA to hire addi-
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tional expert staff to review generic drug applications more quickly
and initiate targeted research to expand the range of generic drugs
available to consumers.

While there remains work to be done, as I will discuss, we have
been able to produce significant reductions in approval times for
generic drugs since 2002. These reductions, coupled with changes
to reduce the time for developing generic drugs and making them
available, will save consumers billions.

Much concern has been raised from the public and Congress
about a backlog of pending ANDAs currently under OGD review.
OGD generally maintains a first in, first reviewed policy for
ANDAs to ensure the integrity of the approval process. A number
of factors govern the timing of generic drug approvals, including
whether the application is of high quality, meets the inspection
standards and the scientific and technical requirements for ap-
proval, and whether patent protection and exclusivity periods have
expired on the innovator drug.

Over the last 5 years, the number of applications submitted to
OGD has increased by 150 percent, which is shown in detail on the
graph to my right. The receipts are in yellow and the tentative ap-
provals are in green. You can see the receipts from 1995 through
2001 remained at around 300. They were very, very static at that
point. In the year 2002, they increased to 364, and continued to in-
crease in 2003 to 449; in 2004, 563, and then in 2005, 766 applica-
tions. This year, since we are three-quarters of the way through
the year, I can report that we expect to receive almost 800 applica-
tions for generic drug applications by the end of September.

Just last month, we approved 45 applications, but received 92.
Clearly, this rate of increase in applications resulted in a dramatic
increase in the workload. It is important to stress that the ANDAs
in the backlog are not all unreviewed, but may be applications that
have had an initial review and are now waiting a second or subse-
quent review of the company’s attempts to satisfy our approval re-
quirements.

Although OGD still has a backlog, the graph demonstrates that
we have managed to increase the number of approvals each year,
and in 2001 OGD approved or tentatively approved 310 ANDAs,
and this number increased to 467 in fiscal year 2005. OGD’s efforts
are also evident when looking at the median approval time. The
median approval times have decreased from the 18.4 figure in fis-
cal year 2001 to 16.3 months in fiscal year 2005. Some of these ap-
plications were approved in less than a year.

FDA has taken significant steps to improve our resources. With
additional resources each year, FDA has increased its generic drug
FTE positions from 134 in fiscal year 2001 to 201 in fiscal year
2006. In addition, OGD has taken actions to streamline the ANDA
review process, which includes addition of a third chemistry review
division and a fifth review team in OGD’s division of bioequiva-
lence. Also, a number of new review practices have been imple-
mented to improve interactions with the generic drug companies.
Other new efficiencies to the application review process are de-
scribed in detail in my written statement.

Because of these efforts, on the very day that the last patents or
exclusivities expire on an innovator product, OGD has been able to
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approve at least one generic application in most cases. Recently,
FDA approved applications for generic versions of the popular
brand names Pravachol, Zoloft and Zocor on the day the innovator
protections expired. Just yesterday, OGD approved 13 applications
for Meloxicam, the generic equivalent for Mobic, a popular analge-
sic used for osteoarthritis. These applications were approved in just
over 9 months from the date they were submitted. The approvals
of these four products should produce savings measured in the bil-
lions of dollars per year. We will work to continue our success in
staying ahead of the curve on first-time generics and responding to
all pending applications.

An issue of particular focus in OGD is streamlining the citizen
petition review process. Citizen petitions may be submitted at any
time, requesting FDA to impose new criteria for approval of
ANDAs. These petitions often make serious challenges to whether
or not a generic product can be approved; that is, whether a spe-
cific application or group of applications would meet the statutory
requirements for approval.

FDA must consider and address the merits of the challenges to
generic drug approvals. It is not required that FDA respond to cit-
izen petitions before approval of a related ANDA, and it is very
rare that petitions present new issues that CDER has not fully con-
sidered. But the agency must nevertheless assure itself of the fact
by carefully reviewing these citizen petitions.

A high percentage of the petitions to OGD are denied. While the
citizen petition process is a valuable mechanism for the agency to
receive information from the public, it is noteworthy that very few
of these petitions on generic drug matters have presented data or
analyses that significantly altered FDA’s policies. CDER’s recent
efforts to improve the process for responding to citizen petitions are
described in detail in my written statement.

An issue garnering discussion among many stakeholders is that
of authorized generics. The term “authorized generic” is generally
used to describe an instance when an innovator company, in the
face of pending generic competition, repackages its own product
and markets it as a generic. Generic drug companies, through cit-
izen petitions and lawsuits, have sought FDA’s intervention to halt
the marketing of authorized generics, especially during the 180-day
exclusivity period. FDA determined, and the courts have upheld,
that the Federal Food, Drug and Cosmetic Act does not give FDA
authority to intervene in this matter.

Thank you for the opportunity to highlight some of the areas
that OGD is working diligently to address. FDA appreciates the
Committee’s interest and concern about expediting the approval of
generic drug products and the opportunity to discuss these impor-
tant issues. In spite of an increasing workload, be assured that
there is a sense of purpose and knowledge among my staff and the
administration that we are working to fulfill an important public
health mission.

FDA will continue to work toward greater efficiency in ANDA re-
view and attempt to deal with the issues discussed today and the
many emerging challenges ahead. We are committed to continue to
make additional generic products available to the American public
as soon as legally possible.
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I would be pleased to respond to your questions.
[The prepared statement of Mr. Buehler follows:]
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INTRODUCTION

Mr. Chairman and Members of the Committee, [ am Gary Buehler, R.Ph, Director of the
Office of Generic Drugs (OGD), in the Center for Drug Evaluation and Research (CDER), at
the U.S. Food and Drug Administration (FDA or the Agency). Thank you for the

opportunity to testify about FDA’s efforts to expedite the approval of generic drug products.

FDA understands that Congress and the public are concerned about the high cost of
prescription drugs. Generic drugs play an important role in granting access to affordable
products that will benefit the health of consumers, especially seniors — who often are on a
fixed income. Prompt approval of generic drug product applications, also known as
abbreviated new drug applications (ANDA), is imperative to making generic products

available to American consumers at the earliest possible date.

Statutory Provisions

Prior to the passage of the Drug Price Competition and Patent Term Restoration Act (Hatch-
Waxman Amendments) of 1984, FDA’s primary statute, the Federal Food, Drug, and
Cosmetic (FD&C) Act, did not provide for the approval of generic drugs. The Hatch-
Waxman Amendments established the ANDA approval process, which permits FDA to
approve generic versions of previously approved innovator drugs without the submission of
clinical studies and other kinds of data that are required in a full new drug application (NDA).
An ANDA refers to the previously approved NDA of the innovator drug and relies upon the

Agency’s finding of safety and effectiveness for that drug. Also, with respect to each
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unexpired patent submitted to FDA by the owner of the innovator drug and published by FDA
in the Orange Book', an ANDA contains a certification that the ANDA applicant either will
wait for the patent to expire before marketing the drug or that the applicant challenges the

patent as invalid or not infringed.

The Hatch-Waxman Amendments have been very successful and have provided for the
approval of over 8,000 generic drug products. These products are lower cost, high quality

products that have saved the American public and the government billions of dollars.

FDA has taken a number of significant steps to provide greater access to affordable
prescription medications, including unprecedented steps to lower drug costs by helping to
speed the development and approval of low-cost generic drugs after legitimate patents have
expired on branded drugs. Generic drugs typically cost 50 to 70 percent less than their
brand-name counterparts. In 2003, FDA published a final rule to improve access to generic
drugs and lower prescription drug costs for millions of Americans. This rule was first
proposed in response, in part, to Federal Trade Commission recommendations and other
changes the Agency identified as being useful in improving generic competition. The rule
limits an innovator drug company to only one 30-month stay of a generic drug applicant’s
entry into the market for resolution of a patent challenge. These changes will save
Americans over $35 billion in drug costs over the next 10 years, and will also provide billions

in savings for the Medicare and Medicaid programs. We were pleased that elements of this

' The publication, “Approved Drug Products with Therapeutic Equivalence Evaluations” (commonly known as
the Orange Book) identifies drug products approved on the basis of safety and effectiveness.
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rule were codified as part of the Medicare law and that, with FDA’s technical assistance, the

law added additional mechanisms to enhance generic competition in the marketplace.

In addition, since FY2001, the Administration and Congress have increased funding for
FDA's generic drug program by 66 percent, a clear sign of the important role played by OGD.
These increases have enabled FDA to hire additional expert staff to review generic drug
applications more quickly and initiate targeted research to expand the range of generic drugs
available to consumers. While there remains work to be done, as I will discuss, we have been
able to produce significant reductions in approval times for generic drugs since 2002 that
consequently will save consumers billions by generally reducing the time for developing

generic drugs and making them available.

The Office of Generic Drugs’ Workload

Much concern has been raised from the public and Congress about a “backlog” of pending
ANDAs, currently under OGD review. FDA has received an increased number of ANDAs in
the last few years. OGD generally maintains a “first-in, first-reviewed” policy for ANDAs,
FDA instituted this generic drug review priority to ensure the integrity of the approval
process. A number of factors govern the timing of generic drug approvals, including:
whether the application is of high quality, meets inspection standards and the scientific and
technical requirements for approval, and whether patent protection and exclusivity periods

have expired on the innovator drug.
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There are several contributing causes to the increased number of generic applications FDA is
receiving. Among these are the approvals of many new innovator drugs in the 1990s with
patents that are now expiring, as well as the burgeoning number of new generic firms entering
the market. Over the last five years, the number of applications submitted to OGD has
increased by 150 percent. In fiscal year (FY) 2001, OGD received 307 ANDAs. In

FY 2002 submissions increased 17.6 percent to 361. In FY 2003, they increased 24.3 percent
to 449. In FY 2004, they increased 25.3 percent to 563. And, in FY 2003, they increased
36 percent to 766 applications submitted for review (see figure 1). Just last month,

June 2006, we approved (or tentatively approved, meaning an application is technically ready
for approval, but patent or exclusivity prevents immediate approval) 45 applications,
however, the number of pending applications grew substantially because we received 92
applications. Clearly, this rate of increase in applications results in a dramatic increase in the

workload for the review staff in OGD.

Office of Generic Drugs

Comparison of Receipts and Approvals of ANDA
Applications

1 Receipts OApp (Full & T

Figure 1

Number of Submissions

1956 1996 19387 1838 1999 2000 2001 2002 2003 2004 2006

Fiscal Year
Although OGD still has a backlog, figure 1 also demonstrates that we have managed to
increase the number of approvals each year. In FY 2001, OGD approved (or tentatively

approved) 310 ANDAs and increased the annual number of approvals to 467 (or tentative
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approvals) in FY 2005. OGD’s efforts are also evident when looking at the median approval
time. The median approval times have decreased from 18.4 months in FY 2001 to 16.3
months in FY 2005. In FY 2003, OGD approved (or tentatively approved) 132 applications
in less than 15 months after receipt. In FY 2004, that number increased to 146 in less than 15
months and increased further to 174 in FY 2005 (102 of which were approved in less than 12
months). Despite these challenges, FDA has managed to maintain its rate of approval of

more than one generic drug application a day.

It is important to understand that a pending ANDA has not been reviewed. When a pending
ANDA is initially reviewed and deficiencies are communicated to the company, the
application is no longer considered pending. However, when the company submits an
amendment to its ANDA to address the identified deficiencies, the application is again
considered pending. Therefore, the ANDASs in the backlog are not all unreviewed, but may
be applications that have had an initial review and are now awaiting a second or subsequent

review of the company’s attempts to satisfy approval requirements.

FDA has taken significant steps to improve our resources. Total spending on the Generic
Drug Program is $64.6 million, which is more than a 66 percent increase from the comparable
FY 2001 amount. FDA has increased its generic drugs full-time equivalent (FTE) positions
from 134 in FY 2001 to 201 in FY 2006. Last year, FDA added 12 new FTE positions to
OGD’s staff.  These individuals, now fully trained, have recently reached the point in their
learning curve where they are now full contributors to the efforts of OGD. In addition, OGD

has taken actions to streamline the ANDA review process. These actions include adding a
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third chemistry review division and a fifth team in OGD’s Division of Bioequivalence. Also,

a number of new review practices have been implemented to improve interactions with

generic drug companies. We have begun utilizing non-reviewer Project Management staff to

take certain actions not requiring scientific expertise, thus alleviating the burden of these

activities on the review staff. OGD has instituted other efficiencies to application review.

These include:

reviewing Drug Master Files (DMFs) prior to the time the related ANDAs are assigned,
because the DMF evaluation is often the limiting factor in completing the ANDA review;
(Experience with expedited review in the President’s Emergency Plan for AIDS Relief
program has shown that early DMF review generally shortens overall time to approval.)
relying upon telephone discussions with ANDA sponsors when appropriate, as opposed to
written correspondence, to resolve deficiencies more efficiently and expeditiously early in
the review process;

assigning applications to reviewers with relevant expertise or experience with a particular
drug class to enable more efficient and timely reviews; and

utilizing a new review format for the chemistry review. It is based on the structure of
applications in the International Conference on Harmonization Common Technical
Document. This format also is in keeping with CDER’s quality-by-design initiatives and
should eventually decrease review times and the need for submission of some

supplements to approved ANDAs.

Because of these efforts, on the very day that the last patents or exclusivities expire on the

innovator product, OGD has been able to approve at least one generic drug application in
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most cases. And, if there are no products eligible for 180-day exclusivity, we have usually
been able to approve two or more applications for the same products. In fact, very recently,
FDA approved generic applications for pravastatin (Pravachol), sertraline (Zoloft), and
simvastatin (Zocor) when the innovator protections expired. Many Americans use one of
these drugs. The availability of generic versions of these three drugs should produce savings
measured in the billions of dollars per year. We will work to continue our success so far in

staying ahead of the curve on first-time generics and responding to pending applications.

Citizen Petitions

FDA regulations permit any interested person to file a citizen petition requesting FDA “to
issue, amend, or revoke a regulation or order, or to take or refrain from taking any other form
of administrative action” (Title 21, Code of Federal Regulations 10.25 and 10.30). Citizen
petitions may be submitted at any time, requesting that FDA impose new criteria for approval
of ANDAs. The petitions often make serious challenges to whether or not a generic product
can be approved; that is, whether a specific application or a group of applications would meet

the statutory requirements for approval.

It is incumbent upon FDA to consider and address the merits of petitions. The data and
information submitted with these petitions require detailed analysis and precise scientific
documentation, often involving multiple disciplines within CDER. Because the same issues
sometimes are raised in a subsequent court challenge to an ANDA approval and because
petitioners sometimes submit non-scientific petitions that raise purely legal questions related

to ANDA approvals, a thorough legal review is also necessary. Although it is not required
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that a citizen petition response be issued before approval of a related ANDA, it is important
that FDA comprehensively assess the scientific issues prior to approval of the ANDA. Itis
very rare that petitions present new issues that CDER has not fully considered, but the

Agency must nevertheless assure itself of that fact by reviewing the citizen petitions.

A high percentage of the petitions OGD reviews are denied. An analysis of petitions
answered between calendar years 2001 and 2005, raising issues about the approvability of
generic products (42 total responses), showed that FDA denied 33, denied three in part, and
granted six. It should be noted that when petitions are granted, wholly or in part, it is often
because FDA already has the proposed scientific or legal standard in place or is already
planning to take the action that the petition requests. While the citizen petition process is a
valuable mechanism for the Agency to receive information from the public, it is noteworthy
that very few of these petitions on generic drug matters have presented data or analysis that
significantly altered FDA’s policies. Of the 42 citizen petition responses examined, only
three petitions led to a change in Agency policy on the basis of data or information submitted

in the petition.

CDER has made considerable efforts in the last year-and-a-half to improve the process for
responding to citizen petitions. As part of this process, OGD constituted a group of highly
qualified and skilled scientists dedicated to assessing the citizen petitions related to generic
drugs and formulating FDA’s responses to them. Other improvements include: increased

prospective management of the petition response process; development of clear timelines for
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completing actions; and improved communication among the CDER components involved in

responding to citizen petitions.

Authorized Generics

The term “authorized generic” is generally used to describe an instance when an innovator
company, in the face of pending generic competition, repackages its own product and markets
it as a “generic.” Prior FDA approval is not needed for the innovator company to do this, as
review and approval occur under the auspices of the innovator’s approved NDA. Generic
drug companies, through citizen petitions and lawsuits, have sought FDA’s intervention to
halt the marketing of authorized generics. FDA determined, and the courts upheld, that the

FD&C Act does not give FDA authority to intervene in the matter.

CONCLUSION

FDA appreciates the Committee’s interest and concern about expediting the approval of
generic drug products and the opportunity to discuss these important issues. I am constantly
impressed by the dedication, skills and effectiveness of FDA staff responsible for reviewing
generic drugs. In spite of a tremendous workload, be assured that there is a sense of purpose
and knowledge, among my staff and this Administration that they are working towards an
important public health mission. FDA will continue to work towards greater efficiency in
ANDA review and attempt to deal with the issues discussed today and the many emerging

challenges ahead. We are committed to continue to make additional generic products
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available to the American public as soon as legally possible. [ would be pleased to respond

to questions.
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Senator KOHL. Thank you very much, Mr. Buehler, and now we
will turn to Mr. Leibowitz.

STATEMENT OF JON LEIBOWITZ, COMMISSIONER, FEDERAL
TRADE COMMISSION, WASHINGTON, DC

Mr. LEiBOwITZ. Chairman Smith, Co-Chairman Kohl, protecting
competition, as you know, in the pharmaceutical sector is a main-
stay of our work at the FTC, and your hearing is both timely and
important. Let me start, though, with the usual disclaimer. The
written statement that we submitted today represents the views of
the Commission. My oral testimony today reflects my own views
and not necessarily the views of any other Commissioner or the
Commission itself.

Mr. Chairman, the savings that generic drugs offer are particu-
larly important for older Americans. Research indicates that 87
percent of persons aged 65 or older take at least one prescription
drug on a regular basis. On average, seniors take four different
prescription drugs daily. Persons over 65—and they only compose
about 13 percent of the population—account for 42 percent of every
dollar spent on prescription drugs.

There is a particular urgency to pharmaceutical competition
issues right now. Recent decisions by some appellate courts are
making it difficult to challenge agreements that delay generic com-
petition. If these decisions are allowed to stand, prescription drug
costs, already the fastest growing segment of our Nation’s spending
on health care, will rise even more dramatically.

These increased costs will burden not only individual consumers,
especially older Americans, but also the Federal Government’s new
Medicare Part D drug program, which you mentioned, Senator
Kohl, in your opening statement, and American businesses striving
to compete in a global economy, for example, like General Motors,
and I know you had their CEO testify here last week.

In my oral remarks this morning, I will focus primarily on what
are called exclusion payments. By this I mean settlements of pat-
ent litigation in which the brand name drug firm pays a generic
challenger to stay out of the market. Then I will briefly touch on
two other issues: bottlenecks that keep subsequent generic filers off
the market and so-called authorized generics.

Now, when Congress enacted the Hatch-Waxman statute in
1984, it encouraged speedy introduction of generics. That statutory
framework, while ensuring that our pioneer drug firms remain the
envy of the world—and they are—has also delivered enormous con-
sumer savings. Indeed, as a general matter, when the first generic
enters the market, it does so at a 20- to 30-percent discount off the
brand prices, and prices drop even further, by as much as 80 per-
cent, after other generic competitors go to market, and that is usu-
ally 6 months after the first generic entrant.

The consumer and government savings that result from generic
entry will be lost, however, if companies settle through arrange-
ments in which they share the monopoly profits that are preserved
by delay. Sadly, the incentives to enter into these pernicious settle-
ments are substantial because generic entry causes the branded
drug firm to lose far more in revenues than the lower-priced ge-
neric can possibly earn. As a result, if both companies agree to
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delay entry, both firms are better off financially. Of course, it is
consumers who are left holding the bag, or more precisely footing
the bill.

For the past decade, the FTC has made challenging patent settle-
ments that delay generic entry a bipartisan priority. In the late
1990’s, when we started seeing these disturbing settlement pay-
ments, we acted to stop them. The Commission obtained two major
consents involving anti-competitive payments and we put pharma-
ceutical companies on notice that we would consider all available
remedies, including disgorgement of profits, against similar conduct
in the future.

As a result, our action stopped this conduct cold. It set forth
rules that everyone in the pharmaceutical industry understood. If
you settled a pharmaceutical patent case by paying off a generic,
you would face antitrust scrutiny. As a result, to the best of our
knowledge there were no such settlements between 2000 and 2004.

The Commission did rule in 2003 that in an earlier settlement
in, I think, 1998, a payment from Schering-Plough, the brand, to
Upsher-Smith, the generic, violated the antitrust laws. That case,
by the way, involved a potassium supplement that was widely used
and still is widely used by older Americans. The Eleventh Circuit
reversed us in 2005, and the Second Circuit, in a two-to-one deci-
sion in the In re Tamoxifen case, issued a similar opinion late last
year.

These decisions, which essentially hold that a patent-holder has
a right to compensate a generic except where the brand’s infringe-
ment suit is a sham, have dramatically altered the legal landscape,
and we believe it has done so to the detriment of consumers.

Mr. Chairmen, this is not idle speculation. Thanks to the report-
ing requirement that Congress included in the 2003 Medicare Mod-
ernization Act—and you passed this law presumably because you
were also troubled by these agreements—the FTC reviews each and
every Hatch-Waxman settlement. Tellingly, here is what the data
for the last few years tell us and what it reveals.

For fiscal year 2004 and the early part of 2005, none of the near-
ly 20 agreements reported contained a payment from the brand to
the generic accompanied by a deferred generic entry. In other
words, parties could and did settle patent litigation without money
flowing to the generic.

In sharp contrast, the most recent data for the first half of fiscal
year 2006—and that reflects agreements after the Schering and the
Tamoxifen cases—is far more disturbing. Seven of the ten agree-
ments between brands and generics during this period included a
payment from a brand and an agreement to defer generic entry. In
other words, just before Schering and Tamoxifen, there were al-
most no such payments. Just after these decisions, it appears to be
the new way of doing business.

From our perspective, we will continue to be vigilant in looking
for ways to challenge anti-competitive settlements, and I certainly
hope the Supreme Court will eventually weigh in on this problem.
A legislative approach, however, could provide swifter and a more
comprehensive solution. For that reason, we strongly support the
intent behind the Preserve Access to Affordable Generics Act, the
bipartisan bill that you introduced, Senator Kohl, with Senator
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Grassley, Senator Leahy and Senator Schumer. But drafting such
a measure is challenging, so we are happy to work with you as the
bill moves forward.

Let me very briefly raise two other issues. The first is yet an-
other strategy that thwarts consumer access to generic drugs and
which we believe undermines congressional intent, and we discuss
this bottleneck issue in detail in our written submission. It involves
legal complexities unique to Hatch-Waxman.

But boiled down into plain English, it is this: subsequent
generics are supposed to have an alternative way to enter the mar-
ket when the first generic delays its own entry. Instead, because
of recent case law, they are stuck in a sort of pharmaceutical
catch—22. The courts won’t let them bring a patent challenge and
the FDA won’t let them market without winning one. It is a sort
of drug purgatory and we believe one that results in considerable
delays for consumers. We made a legislative recommendation to
solve this problem in 2002 before I came to the Commission and
i%l is in our written statement. We are happy to work with you on
that.

The second matter is authorized generics, a product, as you
know, that involves a chemically identical drug to the brand drug
and the brand firm when the brand firm introduces its own ge-
neric. In recent years, brand firms have increasingly begun to mar-
ket authorized generic drugs at precisely the same time that the
first generic entrant begins its 180-day exclusivity period. In the
short run, the entry of an authorized generic may benefit con-
sumers by creating additional competition that lowers prices.

But critics assert that in the long term, consumers will be
harmed because of the competition from authorized generics, and
the significantly lower profits for the generic industry that result
will basically decrease the incentives of generic firms to pursue
entry especially for non-blockbuster drugs. At the Commission, we
are now undertaking a study to examine the competitive impact of
authorized generics.

Mr. Chairman, at a time when this Nation faces the challenge
of ever-mounting health care costs, ensuring that seniors and other
consumers have access to low-cost pharmaceuticals is a matter of
critical concern. The FTC is committed to doing whatever we can
to promote drug competition and we stand ready to assist your
Committee.

Thank you.

[The prepared statement of Mr. Leibowitz follows:]
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Chairman Smith, Ranking Member Kohl, and Members of the Committee, I am Jon
Leibowitz, Commissioner of the Federal Trade Commission (“FTC” or “Commission™). [am
pleased to appear before you today to testify on behalf of the Commission regarding barriers to
generic entry in the pharmaceutical industry.'

Advances in the pharmaceutical industry continue to bring enormous benefits to
Americans. Because of pharmaceutical innovations, a growing number of medical conditions
often can be treated more effectively with drugs and drug therapy than with alternative means
(e.g., surgery). The development of new drugs is risky and costly, however.

At the same time, the escalating cost of health care in the United States — and in
particular, of prescription drugs — is an enormous, nationwide problem. As the Government
Accountability Office reported last year: “Prescription drug spending as a share of national health
expenditures increased from 5.8 percent in 1993 to 10.7 percent in 2003 and was the fastest

growing segment of health care expenditures.™

Older Americans, typically those in greatest
need of health care in our population and often living on fixed incomes, bear a disproportionate
share of these costs. Although people over 65 are only 13 percent of the population, they account
for 42 percent of all drug expenditures.’ Pharmaceutical expenditures are a concern not only to
individual consumers, but also to government payers, private health plans, and employers.
Generic drugs play an important role in containing rising prescription drug costs, by offering

consumers therapeutically identical alternatives to brand-name drugs, at a significantly reduced

cost.

! This written statement represents the views of the Federal Trade Commission. My oral presentation and
responses are my own and do not necessarily reflect the views of the Commission or of any Commissioner.

* Government Accountability Office, PRESCRIPTION DRUGS: Price Trends for Frequently Used Brand
and Generic Drugs from 2000 through 2004 at 1 (Aug. 2005).

* Families USA, Cost Overdose: Growth in Drug Spending for the Elderly, 1992-2010 at 2, 13 (July 2000).
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To address the issue of escalating drug expenditures, and to ensure that the benefits of
pharmaceutical innovation would continue, Congress passed the Hatch-Waxman Amendments*
(“Hatch-Waxman” or “the Amendments”) to the Food, Drug and Cosmetic Act (“FDC Act”) in
1984.° Hatch-Waxman established a regulatory framework that sought to balance incentives for
continued innovation by research-based pharmaceutical companies, on the one hand, and
opportunities for market entry by generic drug manufacturers, on the other hand.® Without
question, Hatch-Waxman has increased generic drug entry. The Congressional Budget Office
estimated that, by purchasing generic equivalents of brand-name drugs, consumers saved $8-10
billion on retail purchases of prescription drugs in 1994 alone.” The federal and state
governments also are significant purchasers of pharmaceuticals, and they likewise reap
substantial savings from generic drugs.

Yet, in spite of this remarkable record of success, there have been, and continue to be,
competitive problems in pharmaceutical markets. Although many drug manufacturers —
including both brand-name and generic companies — have settled their patent suits in a manner
that does not harm competition, others have entered anticompetitive settlements without
providing a corresponding benefit to consumers. Responding to some of these abuses, in 2003

Congress included provisions in the Medicare Modernization Act (“MMA”) that amended the

4 Drug Price Competition and Patent Term Restoration Actof 1984, Pub. L. No. 98-417, 98 Stat. 1585
(1984) (codified as amended 21 U.S.C. § 355 (1994)).

5 21 U.S.C. § 301 ef seq.

¢ See infra notes 16-33 and accom panying text. The Amendments also were intended to encourage
pharmaceutical innovation through patent term extensions.

" Congressional Budget Office, How Increased Competition from Generic Drugs Has Affected Prices and
Returns in the Pharmaceutical Industry (July 1998), available at
<http://www.cbo.gov/showdoc.cfm?index=655&seguence=0> (hereinafter “CBO Study™).
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Hatch-Waxman Act to require notice of settlement between brand and generic firms to the FTC
and Department of Justice.

For its part, the Commission has aggressively protected competition in the
pharmaceutical industry, including pursuing numerous antitrust enforcement actions affecting
both brand-name and generic drug manufacturers.? The Commission also has filed amicus briefs
on competition-related issues in a variety of pharmaceutical cases.” On a policy level, the
Commission has promoted a greater understanding of the role of competition in the industry
through multiple studies including our 2002 study entitled “Generic Drug Entry Prior to Patent
Expiration” (“Generic Drug Study”), which recommended some of the changes made in the
MMA." Since the MMA filing requirement became effective in January 2004, Commission staff

have issued annual reports on the types of patent settlements being entered.'! Commission staff

§ See, e.g., Federal Trade Commission, Petition for a Writ of Certiorari, FTC v. Schering-Plough Corp.,
No. 05-273 (June 26, 2006) (denying cert. petition); Schering-Plough Corp. v. F.T.C., 402 F.3d 1056 (11th Cir.
2005); Schering-Plough Corp., No. 9297, 2003 WL 22989651 (F.T.C.) (Dec. 8, 2003) (Commission decision and
final order); Schering-Plough Corp., Upsher-Smith Labs., and American Home Products Corp., Dkt. No. 9297 (Apr.
§, 2002) (consent order as to American Home Products); FTC v. Perrigo and Alpharma, Civ. Action No.
1:04CV 01397 (D.D.C. Aug. 12, 2004) (stipulated judgment); Bristol-Myers Squibb Co., Dkt. No. C-4076 (Apr. 13,
2003) (consent order); Biovail Corp. and Elan Corp. PLC, Dkt. No. C-4057 (Aug. 20, 2002) (consent order);
Biovail Corp., Dkt. No. C-4060 (Oct. 4, 2002) (consent order); Abbott Labs., Dkt. No. C-3945 (May 26, 2002)
(consent order); Geneva Pharms., Inc., Dkt. No. C-3946 (May 22, 2000); Hoechst Marion Roussel, Inc., Dkt. No.
9293 (Apr. 4, 2001) (consent order); FTC v. Mylan Labs., Inc. et al., 62 F. Supp. 2d 25 (D.D.C. 1999).

® See, e.g., Brief for the Federal Trade Commission as Amicus Curiae Supporting en banc petition, in re
Tamoxifen Litigation, (No. 03-7641) (2d Cir. Dec. 2, 2005); Brief for the Federal Trade Commission as Amicus
Curiae Supporting en banc petition, Teva Pharm. v. Pfizer Inc., (03CV-10167) (Fed. Cir. Feb. §, 2005); Brief for the
Federal Trade Commission as Amicus Curiae Supporting Appellants, Tevag Pharm. v. Pfizer Inc., (03CV-10167)
(Fed. Cir. Feb, 5, 2005).

' Federal Trade Commission, Generic Drug Entry Prior to Patent Expiration: An FTC Study (July 2002),
available at <htp//www . fic. gov/0s/2002/07 /genericdrugstudy. pdf> (hereinafter “Generic Drug Study™).

" Bureau of Competition Report, Federal Trade Commission, Agreements Filed with the Federal Trade
Commission under the Medicare Prescription Drug, Improvement, and Modernization Act of 2003: Summary of
Agreements Filed in FY 2005: A Report by the Bureau of Competition (Apr. 2006), available at
<http://www.ftc.gov/0s/2006/04/fy2005drugsettiementsrpt.pdf>; Bureau of Competition Report, Federal Trade
Commission, Agreements Filed with the Federal Trade Commission under the Medicare Prescription Drug,
Improvement, and Modernization Act of 2003, Summary of Agreements Filed in FY 2004: A Report by the Bureau
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also have conducted empirical analyses of competition in the pharmaceutical industry, including
in-depth studies by the staff of the FTC’s Bureau of Economics.”? The Commission’s efforts also
have included filing comments with the United States Food and Drug Administration (“FDA”)
regarding the competitive aspects of Hatch-Waxman implementation,'® as well as submitting

testimony before Congress." Furthermore, individual Commissioners have addressed the subject

of Competition (Jan. 2005), available at <http://www.ftc.gov/os/2005/01/0501 07 medicareactrpt.pdf>.

12 Federal Trade Commission, Pharmacy Benefit Managers: Ownership of Mail-Order Pharmacies (August
2005), available at <http://www.ftc.gov/reports/pharmbenefit05/050906pharmbenefitrpt pdf>; Federal Trade
Commission, To Promote Innovation: The Proper Balance of Competition and Patent Law and Policy (Oct. 2003),
available at <htp://www. fic.gov/os/2003/10/innovationrpt.pdf>; David Reiffen & Michael R. Ward, Generic Drug
Industry Dynamics, Bureau of Economics Working Paper No. 248 (Feb. 2002) (“Reiffen and Ward™), available at
<http//www .fte. gov/be/econwork.htm>; Bureau of Economics Staff Report, Federal Trade Commission, The
Pharmaceutical Industry: A Discussion of Competitive and Antitrust Issues in an Environment of Change (Mar.
1999), available at <http://www ftc.gov/reports/pharmaceutical/drugrep.pdf>.

3 Response to Citizen Petition by Ivax Pharmaceuticals, Inc. (Apr. 5, 2005), available at
<www.ftc. gov/ios/2005/04/050407 Itrivaxpharm.pdf> (recommending that FDA deny Ivax’s request that the FDA
prohibit delisting of patents from the Orange Book); FDA: Applications for FDA Approval to Market a New Drug;
Patent Listing Requirements and Application of 30-Month Stays on Approval of Abbreviated New Drug
Applications Certifving That a Patent Claiming a Drug is Invalid or Will Not be Infringed, Comment of the Federal
Trade Commission (Dec. 23, 2002) (“30-Month Stay Comment”), available at
<http://www.ftc,gov/be/v030002.pdf> (recommending modifications to FDA proposed rule on patent listing
requirements and providing suggestions to the proposed patent declaration); FDA. Citizen Petition, Comment of the
Staff of the Bureau of Competition and the Office of Policy Planning of the Federal Trade Commission Before the
Food and Drug Administration (Mar. 2, 2000), available at <http://www. fic.gov/be/v000005 pdf> (recommending
modifications to the FDA’s Proposed Rule on citizen petitions intended to discourage anticompetitive abuses of the
FDA’s regulatory processes); FDA: 180-DayGeneric Drug Exclusivity for Abbreviated New Drug Applications,
Comment of the Staff of the Bureau of Competition and the Office of Policy Planning of the Federal Trade
Commission Before the Food and Drug Administration (Nov. 4, 1999} (“Marketing Exclusivity Comment”),
available at <http://www ftc.gov/be/v99001 6.htm> (recommending that the FDA’s Proposed Rule on 180-day
marketing exclusivity be modified to limit exclusivity to the first ANDA filer and to require filing of patent litigation
settlement agreements).

¥ Testimony of the Federal Trade Commission before the Committee on Judiciary, United States Senate,
Competition in the Pharmaceutical Industry (June 17, 2003), available at
<http://www.fic.gov/os/testimony/1 08hearings htm>; Testimony of the Federal Trade Commission before the
Committee on Energy and Commerce, Subcommitiee on Health, United States House of Representatives, Study of
Generic Drug Entry Prior to Patent Expiration (Qct. 9, 2002), available at
<http:/iwww. fie.gov/os/2002/10/generictestimony (021009 pdf>; Testimony of the Federal Trade Commission before
the Committee on Commerce, Science, and Transportation, United States Senate, Competition in the Pharmaceutical
Industry (Apr. 23, 2002), available at <http:/iwww _ftc.gov/0s/2002/04/pharmtestimony.htm>; Testimony of the
Federal Trade Commission before the Committee on the Judiciary, United States Senate, Competition in the
Pharmacewtical Marketplace: Antitryst Implications of Patent Settlements (May 24, 2001), available at
<http://www ftc. gov/os/200 1/05 /pharmtstmy.htm>,
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of pharmaceutical competition before a variety of audiences, both to solicit input from affected
parties and to promote discussion about practical solutions.”

This testimony will address the Commission’s vigorous enforcement of the antitrust laws
with respect to brand-name and generic drug competition, as well as current policy issues that
implicate that competition and affect senior citizens’ drug purchasing costs. The first two
sections address how settlements of patent litigation, either alone or in combination with the 180-
day exclusivity period, can delay generic entry. The testimony discusses (I) the types of patent
settlements the Commission believes are anticompetitive, including possible legislative solutions
to this problem, and (I} how brand companies have used 180-day exclusivity to block generic
entry.

Next, the testimony reviews the antitrust implications of agreements entered outside the
context of patent litigation. The testimony discusses (I} the Commission’s ongoing litigation
against Warner-Chilcott and Barr Laboratories, and (IV) the Commission’s enforcement actions
against agreements between generic companies that delay generic competition,

Finally (V), the testimony discusses the Commission’s plan to study the impact of
authorized generics on pharmaceutical markets.

I Settlement of Patent Disputes in the Pharmaceutical Industry

Settlements of patent litigation are a significant threat to competition in the

pharmaceutical industry when they include so-called “exclusion payments.” These settlements,

'S See, e.g., Deborah Platt Majoras, 4 Government Perspective on IP and Antitrust Law (June 21, 2006),
available at <http.//www, ftc. gov/speeches/majoras.htm>; Jon Leibowitz, Exclusion Payments to Settle
Pharmaceutical Patent Cases: They 're B-a-a-a-ck! (The Role of the Commission, Congress, and the Courts) (Apr.
24, 2006), available at <http://www.ftc gov/speeches/leibowitz/060424PharmaSpeechACL pdf>; Timothy J. Muris,
Competition and Intellectual Property Policy: The Way Ahead, at 5-6 (Nov. 15, 2001}, available at
<http://www.fte. gov/speeches/muris/intellectual htm>,
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which appear to be unique to the pharmaceutical industry, occur when a branded company shares
a portion of its future profits with a potential generic entrant in exchange for the generic’s
agreement not to market its product. Although both the brand company and the generic company
are better off financially, these settlements restrict competition at the expense of consumers,
whose access to lower-priced generic drugs may be deferred for years.

A. The Benefits of Generic Competition

Generic competition in the pharmaceutical industry provides a significant benefit to
consumers and, in particular, the elderly. Studies of the pharmaceutical industry indicate that the
first generic competitor typically enters the market at 70 to 80 percent of the brand-name
counterpart, and gains substantial share from the brand-name product in a short period of time."*
Subsequent generic entrants may enter at even lower prices and cause the earlier entrants to
reduce their prices. As aresult of price competition, as well as the policies of public and private
health plans and state laws that encourage the use of generic drugs, generic sellers typically
capture anywhere from 44 to 80 percent of branded sales within the first full year after launch of

a lower-priced generic product.'’

6 See CBO Study, n. 6; see generally Reiffen & Ward, Generic Drug Industry Dynamics, 87 REVEW OF
ECON. & STAT. 37-79 (2005).

7 CBO Study, xiii.
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1. Statutory Background

Congress intended that the Hatch-Waxman Act would “make available more low cost
generic drugs,” while fully protecting legitimate patent claims.”® The Act allows for accelerated
FDA approval of a drug through an Abbreviated New Drug Application (“ANDA”), upon
showing, among other things, that the new drug is “bioequivalent” to an approved drug.” It also
encourages the development of generic drugs by declaring various research and development
activities noninfringing.”®

Pursuant to the FDC Act, a brand-name drug manufacturer seeking to market a new drug
product must first obtain FDA approval by filing a New Drug Application (“NDA”) that, among
other things, demonstrates the drug product’s safety and efficacy. At the time the NDA is filed,
the NDA filer also must provide the FDA with certain categories of information regarding
patents that cover the drug that is the subject of its NDA.*' Upon receipt of the patent
information, the FDA is required to list it in an agency publication entitled “Approved Drug
Products with Therapeutic Equivalence,” commonly known as the “Orange Book.”™

Rather than requiring a generic manufacturer to repeat the costly and time-consuming
NDA process, the Hatch-Waxman Amendments permit the company to file an Abbreviated New

Drug Application (“ANDA”), which incorporates data that the “pioneer” manufacturer has

'® H.R. Rep. No. 857, 98th Cong., 2nd Sess., Pt. 1, at 14 (1984).
¥ 21U.8.C. 355()).

* 35 U.S.C. 271(e)(1); see Merck KGad v. Integra Lifesciences I, Ltd., No. 03-1237, 125 S. Ct, 2372
(June 13, 2005).

221 U.8.C. § 355(b)X(1).

2 1d. § 355G)(THA).
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already submitted to the FDA regarding the branded drug’s safety and efficacy. The ANDA filer
must demonstrate that the generic drug is “bioequivalent” to the relevant branded product® The
ANDA must contain, among other things, a certification regarding each patent listed in the
Orange Book in conjunction with the relevant NDA.** One way to satisfy this requirement is to
provide a “Paragraph IV” certification, asserting that the patent in question is invalid or not
infringed.”

Filing a Paragraph IV certification potentially has significant regulatory implications, as it
is a prerequisite to operation of the two most competitively sensitive provisions of the statute.
The first of these is the automatic 30-month stay. An ANDA filer that makes a Paragraph IV
certification must provide notice, including a detailed statement of the factual and legal bases for
the ANDA filer’s assertion that the patent is invalid or not infringed, to both the patent holder
and the NDA filer.” Once the ANDA filer has provided such notice, a patent holder wishing to
take advantage of the statutory stay provision must bring an infringement suit within 45 days.”
If the patent holder does not bring suit within 45 days, the FDA may approve the ANDA

immediately.”® If the patent holder does bring suit, however, the filing of that suit triggers an

B Id. § 355GY2HAXIV).

* 1d. § 355()(2) AN vii).

3 Id  355(HRNANVIDV).

* Id. § 355()(2)(B). Although the patent holder and the NDA filer will often be the same person, this is
not always the case. The Hatch-Waxman Amendments require that all patents that claim the drug described in an
NDA must be listed in the Orange Book. Occasionally, this requirement will cause an NDA filer to list a patent that
it does not own.

2 1d. § 355())(5)(B)(iii).

B Jd.



30

automatic 30-month stay of FDA approval of the ANDA*® And, without FDA approval, a
generic manufacturer cannot bring its product to market. The imposition of a stay can,
consequently, forestall generic competition for a substantial period of time.

The second competitively sensitive consequence is the 180-day period of marketing
exclusivity. To encourage generic drug manufacturers to challenge questionable patents by filing
Paragraph IV certifications — a move that can potentially subject the company to costly and
burdensome patent infringement litigation — the Hatch-Waxman Amendments provide that the
first generic manufacturer (first-filer) to file an ANDA containing a Paragraph IV certification is
awarded 180 days of marketing exclusivity, during which the FDA may not approve a potential
competitor’s ANDA.*® The 180-day period is calculated from the date of the first commercial
marketing of the generic drug product.’' The potential impact of the 180-day exclusivity period
is further magnified by the fact that, under the prevailing interpretation of the Hatch-Waxman
Amendments, a second ANDA filer may not enter the market until the first filer’s 180-day period
of marketing exclusivity has expired, even if the first filer substantially delays commencement of

the exclusivity period.¥ A first-filer can forfeit its exclusivity und