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Chairman Rush, Ranking Member Radanovich, and Members of the
Subcommittee:

Good morning. My name is Diane Bieri and | am the Executive Vice President
and General Counsel of the Pharmaceutical Research and Manufacturers of
America (PhRMA). PhRMA’'s member companies are leading research-based
pharmaceutical and biotechnology companies that are devoted to developing
medicines that allow patients to live longer, healthier, and more productive lives.
In 2008, PhRMA’'s member companies invested an estimated $50.3 billion in
research and development — an increase of over $2 billion from 2007 — and were
developing or seeking regulatory approval for 2,900 molecules that might
eventually be used to treat U.S. patients. PhRMA companies are leading the
way in the search for new and better treatments for patients. PhRMA
appreciates the invitation to participate in today’s hearing on H.R. 1706 and
biopharmaceutical companies’ settlements of patent disputes.

The biopharmaceutical companies that constitute PhRMA’s membership range in
size from small start-up research firms to multi-national, multi-billion dollar
corporations, and encompass both research-based pharmaceutical and
biotechnology companies. Regardless of their size, these companies face
significant challenges relating to the discovery, development, testing, production,
and commercialization of new medical treatments. Yet, data show that the drive
for innovation remains strong, and the sector's R&D focus provides considerable
value to the U.S. economy. At a time when many industries are seeking help just
to stay afloat, pharmaceutical research companies are expending the vast
majority of their R&D investment within America. In fact, PhARMA member
companies dedicated roughly 70 percent of their $50.3 billion R&D investment
domestically last year.

In order to continue to foster this economic growth and the much-needed medical
breakthroughs that will save lives and lower overall health care costs, we must
continue to pursue public policies that promote innovation, and that requires the
protection of legitimate patent rights. Patents allow biopharmaceutical
companies and their investors an opportunity to recoup and secure the benefits
of their significant investments. Two years ago, PhRMA President and CEO —
and cancer survivor — Billy Tauzin submitted testimony to this Subcommittee
about the critical role of patents in stimulating pharmaceutical innovation and the
importance of preserving options to reach pro-consumer settlements of
expensive and time-consuming patent litigation among brand and generic
pharmaceutical companies. These points still hold true today, and PhRMA
remains confident that a case-by-case approach to analyzing patent settlements
serves the best interests of patients, health care, and competition.

Courts and experts have stated unequivocally and in increasing numbers that
settlement of litigation — including patent litigation — should be encouraged and



can benefit consumers. Blanket prohibitions on certain types of settlements
could force both sides to spend valuable resources that could be used for
investing in innovation or bringing generics to market rather than litigating their
patent disputes to judgment. Statistics show that innovators will win a significant
number of those cases. In fact, innovator companies have prevailed in
approximately 53 percent of the cases in which appeals were decided between
2004 and 2008. And a win by the patent holder means the generic almost
certainly would not be able to enter the market before the patent expires unless it
obtained permission from the patent holder. In addition, both innovator and
generic companies would have to absorb — or pass on to consumers — the costs
of increased litigation. In the face of these alternatives, it is better for companies,
the courts and consumers if the parties are permitted to negotiate settlements
that could bring the generic product to consumers before the patent expires and
save considerable litigation costs.

H.R. 1706 envisions a per se ban on nearly all settlements in which the brand
company gives something of value to the generic. This could stop pro-consumer
settlements, reduce the value of patents, and reduce incentives for innovation.
The sweeping prohibition could also have the unintended consequence of
reducing generic companies’ incentives to challenge patents in the first place, as
they will have to consider that their options of settling patent litigation will be
dramatically reduced.

Instead of an across-the-board ban, enforcement agencies and courts should
continue to evaluate patent settlements on a case-by-case basis, looking at all
relevant facts including the scope of the patent. In the Medicare Prescription
Drug, Improvement, and Modernization Act, Congress expanded the ability of the
Federal Trade Commission and the Department of Justice to evaluate patent
settlement agreements between brand and generic companies before the
generic is due to come on the market. This approach gives the agencies and
courts the chance to consider all the relevant facts and circumstances and
address settlements that would harm consumers without eliminating those that
will promote competition.

|. Patents Are Essential To Pharmaceutical Innovation

Intellectual property protection has deep roots in the United States, all the way
back to the protection authorized by Article | of the U.S. Constitution. Patents are
crucial because they make it possible for society to realize the benefits of genius,
creativity and effort. Since our patent system was created in 1790, it has been
key to critical advances in science and technology. Of all of the advances in the
last century, from aviation to the Internet, few have been as important and
valuable to the preservation and enhancement of life as pharmaceutical
innovations. According to University of Chicago economists, “Over the last half
century, improvements in health have been as valuable as all other sources of



economic growth combined.” New medicines have contributed to significant

breakthroughs in the treatment of diseases such as cancer, HIV/AIDS and
cardiovascular disease that formerly led often to death or significant disability.?

Innovators across industries rely on patents to ensure that their inventions are
protected and that they will be given an opportunity to recover their research
investments. For reasons explained in more detail below, patents are particularly
important to the biopharmaceutical industry as compared to other industries.
According to one commentator, without patent protection, an estimated 65
percent of pharmaceutical products would not have been brought to market,
while the average across all other industries was 8 percent.® Indeed, it is well-
established that patents are significantly more important to pharmaceutical firms
than for firms in other sectors in part due to the very high costs of development.*

Today, the United States is the clear global leader in biopharmaceutical
investment, jobs, and product development, offering opportunities for high-quality
and robust economic growth. However, the industry faces increasing challenges
that reinforce the importance of robust patent protection to biopharmaceutical
companies. In 2008, there were more than 2,900 molecules in development or
awaiting approval for use by U.S. patients.> Development of new medicines is a
long and high-risk process, and it has become more costly and complex over the
last decade. Without strong patent protection, biopharmaceutical companies,
including many smaller companies, could neither make nor attract the significant
investments that are needed to develop these new medicines.

Between 1960 and 2007, the average development time for new medicines
increased from approximately eight years to between 10 and 15 years.® At the
same time, costs to bring new discoveries from laboratory to bedside have also
increased. A recent study from the Tufts University Center for the Study of Drug
Development estimates the average cost of developing a new medicine at $1.3
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billion (in 2005 dollars), including the cost of failures and capital. The same study
estimates the cost to develop a biologic (a large molecule treatment produced by
a biological system) at $1.2 billion (in 2005 dollars).” These staggering figures
include the cost of the thousands of once-promising but ultimately failed
initiatives—products that never made it to market. For every 5,000-10,000
compounds that enter the R&D pipeline, only 250 reach the pre-clinical stage. Of
those compounds, only five progress to clinical study in humans, and ultimately
only one receives regulatory approval.? Figure 1 illustrates this challenging path.

Figure 1. The Research and Development Process

Further, for those drugs or biologics that do reach human clinical trials, those
trials have become more complex and more costly to perform. Today, clinical
trials are longer, have more participants (who are difficult to recruit and retain),
and involve more demanding and complex trial design and clinical protocols
(including more procedures per patient and difficult-to-measure clinical
endpoints). In addition, there is an increasing challenge of developing new
therapies for complex diseases and more testing against comparator drugs.’ In
light of these complexities, it may not be surprising that only two in 10 approved
medicines bring in enough revenue to recoup the average cost of development.*®
These dynamics reinforce the importance of strong intellectual property
protection and appropriate incentives to ensuring a vital, innovative
biopharmaceutical sector.

In addition, the regulatory environment for biopharmaceutical products has grown
increasingly complex over the past decade, with significant new requirements
introduced as recently as two years ago. For example, enhanced post-market
surveillance requirements and the creation of Risk Evaluation and Mitigation
Strategies enacted as part of the Food and Drug Administration Amendments Act
of 2007 increase required investments associated with many marketed
products.”®  These increased investments, while appropriate to promote
regulatory compliance, also enhance the importance of patent protection to
provide an opportunity to recoup increased costs for marketed drug products.
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Il. Congress Has Attempted To Strike a Balance Between Policies That
Foster Innovation and Those That Promote the Availability of Generic
Pharmaceuticals

Patents are given due respect in the law. By Congressional enactment, an
issued patent is afforded the presumption of validity.'* In the antitrust context,
courts have held that the antitrust laws should be interpreted not to supplant
legitimate patent rights.*® Indeed, courts recognize that antitrust and intellectual
property are “two bodies of law [that] are actually complementary, as both are
aimed at encouraging innovation, industry, and competition.”** Consistent with
the antitrust laws, a patent holder may exclude others from producing a patented
article, or may grant limited licenses.’® Generally, antitrust laws are implicated
only when a restriction on use goes “outside the scope of the patent grant.”®

Even as we discuss the critical role of patents in pharmaceutical innovation, it is
important to recognize that pharmaceutical products in effect receive a shorter
period of useful patent term than other types of products. The basic patent term
in the U.S. is 20 years from the date the patent application is filed. Innovators in
other industries -- who don’t have to wait for regulatory approval before going to
market -- can benefit from the patent as soon as it is granted.

By comparison, pharmaceutical companies are required to obtain FDA approval
before they can market their products. The R&D process takes

an average of 10 to 15 years and involves many discrete steps and activities,
including early discovery, to pre-clinical work, to clinical trials, to FDA review, and
finally, to FDA approval.'’ Even if we assume that a pharmaceutical company is
in a position to file for a patent within the first few years of that process and that a
patent issues about two and half years later, the additional time consumed by the
FDA approval process means that the time the medicine is actually on the market
before the patent expires will be less than the effective patent life of other
products.

Congress has taken some steps to address this dilemma. The Drug Price
Competition and Patent Term Restoration Act of 1984 (better known as “the
Hatch-Waxman Act”)*® was designed to balance the interests of innovative and
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generic companies and granted innovator products market exclusivity for limited
periods and restored some of their effective patent time lost during the clinical
research and FDA regulatory review of the product. However, commentators
examining the evolution of the pharmaceutical market post Hatch-Waxman have
found the market exclusivity period (defined as the time from innovator approval
to first generic entry into the market) for new molecular entities was in the range
of 12 to 15 years, with products with larger sales at the time of first generic entry
having lower average market exclusivity periods.’® For medicines with annual
sales of more than $100 million (which account for 90 percent of the sales of
medicines exposed to generic competition) whose generic competitors entered
the market in 2005, the average time on the market before generic competition
was 11.5 years.®® These market exclusivity periods “represent relatively short
product life cycle return periods for products that typically take more than a
decade to develop and whose sales revenues are critical to the returns to R&D
for the overall portfolio of new drug introductions.”?*

It is important to remember that, while a patentee holds an exclusive right to
manufacture, distribute and sell the patented invention for a period of time,
patents do not provide immunity from competition. As the Supreme Court
recently held, citing to the actions of Congress and the antitrust enforcement
agencies, a patent does not translate into presumed market, let alone monopoly,
power in a relevant economic market.?> Pharmaceutical manufacturers always
are free to — and often do — research and bring to market different innovative
medicines to treat the same disease, and increasingly, there is strong
competition between different patented products within the same therapeutic
class. A recent study by the Tufts Center for the Study of Drug Development
showed that the amount of time between the entry of the first and second drug in
a class has fallen by about 78 percent since 1970.% In fact, the average length
of time before a first-in-class drug faces its first direct competitor has dropped
from 8.2 years in the 1970s to 1.8 years in 1995.%

And of course, there is increasing and earlier competition among brand
companies and generic companies as well. The same Hatch-Waxman Act that
restores some of the patent life for innovative medicines also provides
mechanisms to speed the development and approval of generic copies of those
medicines. The law created the Abbreviated New Drug Application (ANDA),
under which a generic product needs only to be shown to be “bioequivalent” to
an innovator drug and can be approved without any additional research once the
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innovator’s patent and exclusivity periods have expired.? In addition, the Hatch-
Waxman Act created a unique exception to patent law by allowing generic
manufacturers to use innovator medicines still under patent to obtain
bioequivalency data for their FDA applications (a use that otherwise was
considered patent infringement).?® This allows the generic company to forego
the burden and expense of performing its own studies on safety or efficacy and
puts it in a position to be ready to market its copies as soon as the innovator
patents expire. The generic company may even seek approval to market a
generic version of a drug prior to the expiration date of the innovator's patents,
provided it certifies that the patents are invalid or will not be infringed by the
manufacture, use, or sale of the generic drug.?’ This certification, known as a
Paragraph IV certification, may be filed as early as four years after FDA approval
of the brand product.

The Hatch-Waxman Act stimulated the development of a robust generic
pharmaceutical industry in the U.S. Since the law’s passage, the generic
industry share of the prescription drug market has jumped from less than 20
percent to 71 percent today®®, up from about 60 percent when we testified before
the Subcommittee just two years ago.?® Before the 1984 law, it took three to five
years for a generic copy to enter the market after the expiration of an innovator’s
patent. Today, generic copies often come to market almost as soon as the
patent on the innovator product expires.*® Prior to Hatch-Waxman, only 35
percent of top-selling innovator medicines had generic competition after their
patents expired.®®  Today, many more innovator medicines face such
competition.** In addition, there are increasing examples of generic companies
challenging innovator patents before patent expiration. According to one
commentator, “[m]ost ... patent challenges [brought by generic companies
against the innovator’s patents] now occur four years after market approval which
is the earliest point in time that a generic firm can submit an ANDA filing with a
[Plaragraph IV certification.”®®* And when a generic version of a medicine
becomes available for the first time, it can capture as much as 86 to 97 percent
of the market within the first month.®* This dramatic and rapid impact on brand
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market share increases the risk and uncertainty involved in innovative drug
development.

lll. Public Policy Favors Settlements of Expensive, Burdensome Patent Litigation

In this climate of increasing costs associated with discovering and bringing new
innovative medicines to market, juxtaposed with growing brand-to-brand and
generic-to-brand competition, research-based pharmaceutical companies
obviously have strong incentives to defend their patents against potential
infringers. Generic companies also have strong incentives to challenge the
innovators’ patents, particularly because the Hatch-Waxman statutory scheme
permits them to mount such challenges without first bringing their product to
market. Therefore, it should come as no surprise that patent litigation among
brand and generic pharmaceutical companies is both common and costly.

Numerous courts have recognized that “public policy wisely encourages
settlements.”® Courts and experts likewise have stated unequivocally that
settlement of patent litigation can benefit consumers. As the Eleventh Circuit has
stated there is “no question that settlements provide a number of private and
social benefits” when compared to the costs of litigation.*® The Court of Appeals
for the Federal Circuit agrees that “[t]here is a long-standing policy in the law in
favor of settlements, and this policy extends to patent infringement litigation.”*’
And leading antitrust expert Herbert Hovenkamp explains that the general
principle encouraging settlements is so strong that some agreements that would
be unlawful outside of the litigation context may be lawful when used to settle a
bona fide patent dispute.*® In the words of the Federal Circuit, “[a] settlement is
not unlawful if it serves to protect that to which the patent holder is legally entitled
— a monopoly over the manufacture and distribution of the patented invention.”*

It is basically a truism that patent litigation is complex, lengthy and extremely
expensive for all concerned. U.S. patent litigation overall was estimated 10 years
ago to cost about $1 billion annually.®*® Another study found that the median
expense for patent litigation with more than $25 million dollars at risk is $5
million.** The costs of patent litigation in the pharmaceutical industry likewise are
significant. And it is not uncommon for a patent dispute to last several years.*
Settlements allow both litigants and the court system to conserve resources that
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can then be put to more efficient use, including, in the case of the innovator
companies, further investment in developing new treatments.

Aside from these direct costs of patent litigation, the uncertainty surrounding an
ongoing patent dispute can stall a company’s business activities indefinitely.
Particularly at early stages of a case, litigants face uncertainty over how the case
will be resolved, because that resolution is dependent on a myriad of unknown
factors, including a judge’s interpretation of difficult legal questions and
unpredictable juries. This uncertainty can chill productive activities that are
affected by a case even if they are not directly implicated by it. For example, a
pharmaceutical company with even a strong patent nevertheless might face an
uncertain judgment in a case brought by a generic challenger, and therefore may
delay or forego innovative activity because of the prospect of an adverse
judgment.

Settlements create an environment of certainty, which allows parties to make
business planning decisions with more efficiency and flexibility than can be
achieved in the midst of an all-or-nothing legal dispute that may take years to
resolve. It is therefore important that PhRMA members continue to have options
to enter into procompetitive settlements, which allow them to get on with the
business of developing new medicines for patients.

IV. A Rule That Bans The Transfer Of Anything of Value From a Brand to A
Generic in Connection with Patent Settlements Would Make Settlements Less
Likely and Less Efficient and Would Threaten Both Innovation and Generic Drug
Development

H.R. 1706’s ban against patent settlements where the brand company transfers
something of value to the generic would chill all patent settlements. In fact, as
Judge Richard Posner has pointed out, this broad description could almost cover
any settlement agreement because a generic challenger logically would only
settle in exchange for something of value.*®* And a law restricting parties’ ability to
settle their patent dispute would have significant adverse consequences for
brand and generic companies and ultimately for patients. Fewer options for
settlement would raise the cost of patent enforcement (and patent challenges) by
forcing both sides to incur additional litigation costs. It could also reduce generic
manufacturers’ incentives to challenge patents in the first place by reducing their
options in litigation against patent holders.

The narrow exceptions carved out from the sweeping prohibition in H.R. 1706 will
not alleviate the bill's chilling effect on settlements. Similarly, the fact that the bill

3 Asahi Glass Co. v. Pentech Pharm., Inc., 289 F. Supp. 2d 986, 994 (N.D. Ill. 2003); see also Letter from
U.S. Department of Justice Office of Legislative Affairs, Office of the Assistant Attorney General to Senator
Jon Kyl, Feb. 12, 2008 (2008 DOJ Letter) at p.2 (“[ijn any patent litigation, the principle means available to
the patent holder to induce the generic company to settle the litigation is to offer something of value”).
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authorizes the FTC to undertake rulemaking to exempt additional settlements
does not provide sufficient certainty that litigants’ options for pro-consumer
settlements will be preserved.

Settlements are not easily crafted or achieved. Often — as in the context of
patent infringement litigation involving pharmaceuticals — the parties have a
different risk-reward calculus, a different appetite for risk, and different litigation
costs. Consider the incentives of the parties in a patent dispute within the Hatch-
Waxman framework. The innovator and generic are likely to face significantly
different risks and rewards from patent litigation. For example, the innovator
stands to lose the market exclusivity through which it has the chance to recoup
the hundreds of millions of dollars invested in making new products available to
patients. On the other hand, the generic may risk losing comparatively little. The
generic’'s development costs are just a fraction of the innovator’s costs because
the generic takes advantage of much of the innovator’s development efforts.

Moreover, the generic typically is not exposed to liability for any infringement
damages as a result of the Hatch-Waxman statutory scheme.** As described in
a recent study by noted economists Laura D’Andrea Tyson, Jonathan Orszag
and Bret Dickey, in a typical patent case outside of the Hatch-Waxman context, a
patent infringer markets the product prior to being sued by the patent holder for
infringement. The alleged infringer would owe significant damages if found
liable, but the parties may agree to a settlement where the alleged infringer pays
damages to the patent holder that are far less than the amount the patent holder
claimed in the litigation. In these circumstances, the alleged infringer pays the
patent holder, but value in fact flows from the patent holder to the infringer
(measured in the reduced amount of damages the innovator accepts in order to
resolve the case). So-called “[rleverse payment settlements can be thought of in
the same way, but the Hatch-Waxman framework means the patent holder
typically does not incur any damages from sales of the infringing products, and
so the net payment flows from the branded manufacturer to the generic
manufacturer.”

The innovator and generic can also face lopsided benefits from winning. If the
innovator wins, it merely maintains the status quo. If the generic wins, however,
it is rewarded by profits from the sale of a new product.

The parties’ differing risk exposure, however, should not suggest that the
innovator always has more at stake, or that the innovator is always more willing

a“ Schering-Plough, 402 F.3d at 1074 (explaining that “the Hatch-Waxman Amendments grant generic
manufacturers standing to mount a validity challenge without incurring the cost of entry or risking enormous
damages flowing from any possible infringement....Hatch-Waxman essentially redistributes the relative risk
assessments and explains the flow of settlement funds and their magnitude”).
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to settle. For example, the innovator may be less willing to settle precisely
because of the value of the market exclusivity conferred by its patent. The
innovator may be willing to take the risk of losing in return for a chance of a court
judgment securing its entitlement to market exclusivity for the full life of its patent.
On the other hand, the generic may have significant incentives to settle because
it may not be able to afford the staggering costs of patent infringement litigation.

The parties’ risk exposure and perceptions affect their willingness to settle as
well as the settlement terms each party is willing to accept. When the parties’
risk exposure and perceptions differ, as they are likely to in the context of brand-
generic litigation under the Hatch-Waxman framework, settlement may be very
difficult to achieve.*® As the Chairman and CEO of generic manufacturer Barr
Pharmaceuticals testified before the Senate Judiciary Committee in 2007, the
ability to reach an agreement that provides for some consideration in addition to
generic entry prior to patent expiration can be useful in “bridging the gap” that
may exist based on different risk exposure and perceptions held by the parties.*’

Patent litigation — and settlement of patent cases — also cannot be viewed in a
vacuum. Companies generally, and drug companies involved in patent litigation
specifically, are often interacting on multiple levels, involving separate deals and
perhaps disputes. Many times, they also have assets that are not involved in the
suit that are more valued by the other party. For example, one of the parties may
possess technology that can be more effectively marketed by the other party.
The ability to license this technology, and offer that as part of a settlement, can
facilitate the parties’ efforts to reach and structure a mutually acceptable — and
procompetitive — settlement.  This has in fact been demonstrated in the very
cases that have come before the courts.® It has also been borne out in
statements by Barr Pharmaceutical’'s Downey, who testified that collateral
agreements on some asset that is separate from the patented product in dispute
often provide value to the patent holder and the generic challenger and also
serve consumers by allowing the parties to reach a settlement that brings the
generic product to market before patent expiration.*® Likewise, Theodore
Whitehouse, an attorney testifying before this Subcommittee in 2007 on behalf of
generic manufacturer Teva Pharmaceuticals USA, Inc., explained that Teva had
been able to achieve through settlements benefits for consumers that it could not
have achieved by litigating the case to judgment, including early entry on

4 Schering-Plough, 402 F.3d at 1073 (“Schering presented experts who testified to the litigation truism that
settlements are not always possible. Indeed, Schering’s experts agreed that ancillary agreements may be
the only avenue to settlement.”).
4 Testimony of Bruce Downey, Senate Committee on the Judiciary Hearing, “Paying off Generics to Prevent
Competition with Brand Name Drugs: Should It Be Prohibited?”, p.7, January 17, 2007 (“Downey
Testimony”).

See, e.g., Schering-Plough, 402 F.3d at 1059-61 (discussing settlements in which assets were
exchanged).
9 Downey Testimony, pp. 7-9
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products in addition to the one that was the subject of the suit.>° Similarly,
Tyson, Orszag and Dickey explain that “the parties’ valuations of the components
of a collateral business arrangement may be quite different. This difference in
valuation could be used to offset different expectations in the patent litigation to
arrive at a settlement.”*

The parties to a patent dispute are, in short, often repeat players that have
interactions or potential interactions on a number of different levels. Foreclosing
the ability of innovators and generics to exchange assets that may or may not be
involved in the litigation, as would be the case if there was a blanket prohibition
on the exchange of anything of value, would put a straight jacket on the
settlement negotiations. Not only would it make settlements less likely, but it also
would make them less efficient. It would also harm consumers, since “Hatch-
Waxman settlements . . . which result in the patentee’s purchase of a license for
some of the alleged infringer's other products may benefit the public by
introducing a new rival into the market, facilitating competitive production and
encouraging further innovation.”?

Finally, a broad ban on payments of anything of value would open any
transaction between the innovator and generic up to scrutiny. It is not hard to
imagine an argument that a wholly separate license deal or other business
transaction was in fact part of a patent settlement and therefore should be
deemed illegal. Opening up this Pandora’s box of litigation would be expensive
and wasteful.

For these reasons and others, courts and competition experts have expressed
significant concerns about a rule that broadly condemns all settlements where
the innovator transfers something of value to the generic. As the Eleventh Circuit
stated in the Schering-Plough case:

Given the costs of lawsuits to the parties, the public
problems associated with overcrowded court dockets,
and the correlative public and private benefits of
settlements, we fear and reject a rule of law that
would automatically invalidate any agreement where
a patent-holding pharmaceutical manufacturer settles
an infringement case by negotiating the generic’s
entry date, and, in an ancillary transaction, pays for
other products licensed by the generic. Such a result
does not represent the confluence of patent and
antitrust law.>?

0 Testimony of Theodore Whitehouse, House Subcommittee on Commerce, Trade, and Consumer
Protection of the Committee on Energy & Commerce Hearing on H.R. 1902, Hearing Tr. p. 145, May 2,
2007) (“Whitehouse Testimony).

*! Dickey, Orszag & Tyson, p. 36.

%2 schering-Plough, 402 F.3d at 1075.

*3 Schering-Plough, 402 F.3d at 1076.
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The Eleventh Circuit’'s concern that a ban on all payments from an innovator to a
generic will have negative effects on settlements was echoed by the United
States in its amicus curiae brief on the FTC’s petition for certiorari in the Schering
case and by the Department of Justice in its 2008 comments on proposed
Senate legislation regarding patent settlements. In both its amicus brief and
comments on the Senate legislation, the government stressed that “the public
policy favoring settlements, and the statutory right of patentees to exclude
competition within the scope of their patents, would potentially be frustrated by a
rule of law that subjected patent settlements involving reverse payments to
automatic or near-automatic invalidation.”* It further recognized that the Hatch-
Waxman Act creates a unique litigation dynamic that makes some settlements
reasonable.

Given the importance of settlement and the obstacles to reaching settlement, any
limit on the ability of parties to achieve settlement must be approached with great
caution. Any categorical limit on settlement options increases the risk that the
parties may not be able to reach settlement or that the settlement will be less
efficient — and ultimately worse for consumers — than prohibited alternatives.

Categorical limits on the ability to settle brand-generic lawsuits also increase the
uncertainty over the scope and duration of patent protection. Faced with this
increased uncertainty, innovator pharmaceutical companies likely will be less
willing to make the astronomical investments necessary for developing and
testing novel pharmaceuticals. Innovators, large and small, can only afford to
make these investments because they have the opportunity to recoup them
through market exclusivity guaranteed by patent protection. Innovators can
therefore be expected to develop fewer new products under a regime that
constrains settlement options.>®

This effect on innovators has been recognized by the courts and has been one of
the key drivers in their refusal to find that competition principles compel a rule
that would effectively prohibit nearly all transfers of value (including, but not
limited to, reverse payments). As one court put it, “the caustic environment of
patent litigation may actually decrease product innovation by amplifying the
period of uncertainty around the drug manufacturer’s ability to research, develop,
and market the patented product or allegedly infringing product.”®

The consequences of reduced innovation likely would in turn be felt throughout
the health care system. Medicines represent just 10.5 cents of each dollar that is
spent on healthcare, and only seven cents of that is attributable to brand name

2008 DOJ Letter at p.2; Letter Brief for the United States as Amicus Curiae, FTC v. Schering-Plough
Corp., No. 05-273 (filed May 17, 2006).

*5 Dickey, Orszag & Tyson, p.37

*% Schering-Plough, 402 F.3d at 1075.
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medicines.>’  Yet evidence shows that new medicines reduce the cost of
healthcare. One study found that for every dollar spent on newer medicines in
place of older medicines, total healthcare spending is reduced by $6.17.%®
Another found that every additional dollar spent on healthcare in the U.S. over
the past 20 years has produced health gains worth $2.40 to $3.00.>°

Overly broad limits on the ability to settle patent litigation may also have
detrimental effects on generics. As Judge Posner recognized, limits on
settlement structure, like a rule prohibiting reverse payments, “would reduce the
incentive to challenge patents by reducing the challenger’'s settlement options
should he be sued for infringement, and so might well be thought
anticompetitive.” Counsel for generic manufacturer Teva Pharmaceuticals
testified before this Subcommittee in 2007 that Paragraph IV cases at that time
“involve[d] more difficult issues than they typically did a few years ago and may
be more difficult for generic companies to win.”®* Similarly, Barr Pharmaceuticals
CEO testified before the Senate Judiciary Committee that “[tlhe generic
challenger will lack the necessary resources to litigate every patent challenge to
final judgment upon appeal, particularly when there is the risk that the challenger
might ultimately win nothing.... A generic challenger’'s ability to bring a Hatch-
Waxman challenge depends in significant measure upon its having the flexibility
to decide when, and on what terms, to compromise the litigation.”®> Moreover,
limits on settlement will limit a generic’s ability to gain access to technology or
other assets in the innovator’'s possession that may improve the generic’s ability
to bring to market other substitutes for brand-name products.

Similarly, sweeping limits on settlements will increase the possibility of a court
ruling of infringement. An infringement ruling prevents a generic from making
any sales until patent expiration and thus delays its ability to recoup its
investment in developing its product. Generic manufacturers may, therefore,
develop fewer generic drugs and may take longer to bring those drugs to market
under a legislative regime which constrains settlement options.

Finally, fewer settlements mean that litigants will spend more time and money
litigating. By spending more time and money on litigation, the litigants
presumably will have to make corresponding cuts in other expenditures, including
expenditures invested in new drug development.

57 http://www.innovation.org/index.cfm/Impactoflnnovation/Controlling_Healthcare_Costs (accessed March
29, 2009).

BE. Lichtenberg, Benefits and Costs of Newer Drugs: An Update, National Bureau of Economic Research
Working Paper, No. 8996 (Cambridge, MA, NBER June 2002).

% MEDTAP Intl, Inc., The Value of Investment in Health Care: Better Care, Better Lives (Bethesda, MD:
MEDTAP 2003), http://www.medtap.com/Products/policy cfm (accessed February 8, 2005).

% Asahi Glass Co. v. Pentech Pharm., 289 F.Supp.2d 986, 994 (N.D. lll. 2003) (Posner, J., sitting by
designation).

%% Whitehouse Testimony, Hearing Tr., p.146.

%2 Downey Testimony, pp. 9-10
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V. A Case-By-Case Approach By Courts And Enforcement Agencies Will Allow
Procompetitive Patent Settlements to Proceed and Still Deter Settlements That
Harm Consumers On Balance

We understand that the Subcommittee continues to question the best way
forward in addressing the competitive nature of brand-generic settlements in
patent litigation. PhRMA respectfully submits that a legislative solution may not
be necessary, and, more importantly, a broad per se ban on almost all
settlements involving transfer of anything of value from the innovator to the
generic is not in the best interests of patients or competition. The antitrust
agencies and courts are in the best position to evaluate the facts of particular
cases and determine whether particular settlements are truly anticompetitive.

We urge the Subcommittee and other policymakers to continue to make policy
choices that will balance patent and antitrust considerations and provide for both
innovation and a strong generic industry. While the role of generics is important
to our health care system, the existence of generics is dependent upon
innovative pharmaceuticals being developed. Policies that incentivize research
and development and allow innovator companies time to recoup their significant
investment, while encouraging generic entry at the appropriate time, are
essential to the lifeblood of both industries.

Fundamentally, a policy that would provide for a per se ban on all settlements
that contain some payment from a brand manufacturer to a generic company
would put additional stress on the drug development system. It would decrease
the value of patent protection generally and decrease incentives for taking the
risks necessary to develop new products. One court noted, “a rule prohibiting
settlements of Hatch-Waxman litigation can have grave consequences for R&D
and, in turn, severe consequences for consumers...."®

Instead of a blanket rule banning certain types of patent settlements,
enforcement agencies and courts should continue to evaluate these patent
settlements on a case-by-case basis. Courts are in the best position to balance
the deeply-instilled policy of settlements against a claim that a patent settlement
unreasonably restrains trade and therefore harms consumers. Whether a
particular patent settlement is appropriate turns on whether the settlement
excludes competition beyond the scope of the patent’s protection. As Hewitt
Pate, the former head of the Department of Justice’s Antitrust Division, has
recognized, “[i]f a patent is valid and infringed, then any competitive entry
allowed by a settlement is up to the patent holder.”® This kind of analysis can
only be done on a case-by-case basis.

Sinre Ciprofloxacin Hydrochloride Antitrust Litigation, 261 F. Supp. 2d at 256.
® R. Hewitt Pate, Assistant Attorney General, Antitrust Division, Address to the American Intellectual
Property Law Association, January 24, 2003.
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And, of course, the enforcement agencies already have the authority and ability
under current law to review and evaluate individual patent settlements. Under
the Medicare Modernization Act, brand and generic companies settling patent
litigation arising out of the generic company’s Paragraph IV certification must file
a copy of their settlement agreement or a written description of it with FTC and
with the DOJ’s Antitrust Division before the date when the generic product may
enter the market. Thus, Congress has already given enforcement authorities the
ability to review and evaluate patent settlement agreements between a brand
and generic company on a case-by-case basis. Reports in the press and the
FTC’s own public reports indicate that the FTC maintains its interest in
monitoring these agreements, and it retains the power to challenge any
agreement that it deems anticompetitive. If the Subcommittee feels legislative
action is necessary, additional steps could potentially be taken to facilitate
agency or judicial review. But the proposed ban on an entire category of
settlements would chill all settlements, even those that would allow generic entry
before patent expiration or contain other provisions that facilitate the availability
of products to help patients live longer, healthier lives.

Thank you again for the chance to speak with you today. PhRMA and its
member companies believe it is crucial for this Subcommittee and other
policymakers to find public policy solutions that will strike a balance between
patent and antitrust considerations and will foster innovation while still allowing
for a strong generic industry. We welcome your interest in this issue, and look
forward to working with members of the Subcommittee and others in Congress
as you address these and other important policy issues relating to innovation and
access to medicines.
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