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Arguably, the most important debate in antitrust jurisprudence involves
pay-for-delay patent settlements in which the brand company pays the

generic to stay out of the market. As a matter of economics, it will generally be
most profitable if the brand and the generic firm avoid the possibility of com-
petition and share the resulting monopoly profits; however, such settlements
will reduce competition and increase the costs of drugs. If pay-for-delay settle-
ments are legal, parties will enter them to the detriment of consumers. Current
cases, in particular the Tamoxifen and Ciprofloxacin decisions, however, have
gone a long way towards adopting just such a standard, a standard that is
already having an effect. By adopting an approach without regard to its impli-
cations or erroneously suggesting that pay for delay settlements are an ineffec-
tive way to delay competition, courts are essentially whistling past the grave-
yard. In addition, economics and empirical evidences explain why eliminating
the 180-day exclusivity will not solve this problem. Unless changed the legal
rule articulated in the Tamoxifen and Ciprofloxacin decisions will costs con-
sumers billions of dollars.
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I. Introduction
The phrase “Whistling Past the Graveyard” has many related meanings and
appears in sources as varied as Robert Blair’s The Grave and a Don Henley rock
song. In Blair’s poem, a school boy whistles “aloud to bear his courage up” as he
passes by the graveyard, a scary and dangerous place. Rather than avoiding the
danger (using a different route) or finding protection (walking with the group),
the boy whistles, which, although it might make him feel better, does nothing to
eliminate any real danger of the moment. In Don Henley’s song If Dirt Were
Dollars, the lines are an indictment of those who blithely ignore the problems
surrounding them:

“Gods finest little creatures
Looking brave and strong
Whistling past the graveyard
Nothing can go wrong
Quoting from the scriptures
With patriotic tears. . .
These days the buck stops nowhere
No one takes the blame”1

Ignoring the implications of their antitrust analysis is precisely how courts
have approached the issue of pay-for-delay patent settlements, also known as
reverse-payment settlements or exclusion-payment settlements. Although these
agreements occur only within the narrow range of pharmaceutical patent litiga-
tion, their growing prevalence makes them the subject of arguably the most
important debate in antitrust jurisprudence.

The danger, or the graveyard, is that recent decisions have gone a long way
towards adopting a rule of per se legality with respect to these settlements which,
in turn, will dramatically increase prescription drug prices. Under the develop-
ing rule, a patent settlement is almost always legal if it allows the alleged
infringer to enter the market at patent expiration or earlier. Such a settlement
violates the antitrust laws only if the patent was obtained by fraud, the litigation
is a sham, or the settlement blocks entry of a totally unrelated product. In other
words, in virtually all pharmaceutical patent litigation, the brand may pay the
generic to stay off the market until the expiration of the last patent. Under such
a rule, payments to delay entry should occur in virtually every case because such
settlements will be profitable for both parties. These settlements will delay
generic entry, forcing consumers to pay substantially higher prices for prescrip-
tion drugs. Already these deals are having an impact. A recent analysis by
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Federal Trade Commission (“FTC”) economists estimates that these types of
deals cost consumers $3.5 billion per year.2 That number will only increase if the
courts settle on a rule of per se legality.

Courts are whistling past this disastrous result; brusquely dismissing it, or offer-
ing solutions that are ineffective. Decisions enunciating broad principles of legal-
ity generally ignore the implications of this rule. When they do consider it, they

comfort themselves with the hypothesis that
branded drug manufacturers cannot afford to
pay off enough generic competitors to truly
delay competition. Although there are many
reasons to see this as little better than whistling,
the most obvious is the specific regulatory

framework under the Hatch-Waxman Act, the law controlling pharmaceutical
approvals. In particular, the first company to file for generic approval generally
receives 180 days of market exclusivity, meaning that the FDA will not approve
a second generic filer during that time. Delaying the first-filer’s entry, then,
delays everyone else’s. Although there are ways for subsequent filers to eliminate
the first-filer’s exclusivity, the first filer’s exclusivity still creates a heightened bar-
rier. Further, the parties to the settlement can structure it in such a way as to
limit the subsequent filer’s incentives to pursue a patent challenge.

In a variation on this theme, others have suggested that the problem is not the
reverse payments, but is instead the 180-day exclusivity. In their view, we can
avoid the ill effects of delayed entry if we eliminate the 180-day exclusivity for
first filers who settle. Although there may be policy reasons for eliminating the
180-day exclusivity or creating incentives for subsequent challengers to elimi-
nate that exclusivity, it will neither end the practice nor solve the problems cre-
ated by pay-for-delay settlements. Even if there was no 180-day exclusivity, pay-
for-delay settlements would still be profitable and delay generic entry for three
reasons. First, the number of potential generic competitors may be low. Second,
the transaction costs of the payments will be low. Third, it may be less expensive
for a branded firm to pay off multiple generics rather than just one.

A fuller understanding of the pay-for-delay problem begins with a background
of the regulatory and legal context of brand-generic patent settlements. Recent
cases articulate a rule of per se legality for settlements in which entry occurs no
later than patent expiration. This article does not explore the legal flaws in that
proposed rule of per se legality; rather, the point is that no one should be fooled
about the cost of such a rule. Both the brand and the generic will always earn
more if the brand pays the generic to stay out of the market until patent expira-
tion; therefore, these types of deals will only become more prevalent and delay
generic entry longer. Finally, economics and empirical evidences explain why
eliminating the 180-day exclusivity will not solve this problem.
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II. Background on Patent Pharmaceutical
Litigation
There are two basic ways to obtain approval for a prescription medication. First,
a company can file a New Drug Application (“NDA”) in which it demonstrates
the safety and efficacy of its product, among other things.3 Satisfying these stan-
dards requires costly clinical trials. It also provides a list of patents which cover
the product, which the FDA makes public.4 Most branded drugs receive approval
through the NDA process.

Companies seeking to sell a generic version of a drug can follow a second path,
called an Abbreviated New Drug Application (“ANDA”). Instead of repeating
the expensive safety and efficacy testing of the brand product, they can establish
that their product is bioequivalent to the brand product.5 In addition, when the
generic files its application, it must provide a certification as to each patent the
brand has listed as covering its product. It can certify that there are no patents
listed for the branded drug; that the listed patents have expired; that the gener-
ic will not sell the product until the listed products expire; or that the listed
patents are invalid or not infringed by the generic’s product.6

If the generic makes the last certification (that the patent is not infringed or
is invalid), known as a paragraph IV certification, it must give notice to the
brand company. In turn, if the brand company sues the generic within 45 days,
the Food and Drug Administration may not approve the generic company’s
ANDA for thirty months.7 In effect, just by fil-
ing suit the brand gets the equivalent of a thirty-
month preliminary injunction8—without any
showing on the merits.

At the same time, the Hatch-Waxman Act
gives the first generic applicant to make a para-
graph IV certification (the “first filer”) a valu-
able advantage. The FDA may not approve a
second generic filer until 180 days after the first filer begins marketing its prod-
uct.9 Under current law, there are various ways a first filer can forfeit its exclusiv-
ity, but it generally requires a second filer either to prevail in a patent infringe-
ment action brought by the brand company or to win a declaratory judgment
action that the patent is invalid or not infringed.10 The first filer does not lose its
exclusivity by settling the patent litigation. In other words, if the first filer agrees,
as part of a patent settlement, not to enter until a year before patent expiration,
the 180-day exclusivity period would prevent the FDA from approving any other
generic until six months before patent expiration.
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III. The Economics of Patent Settlements
Brand companies frequently sue generic companies for patent infringement.
Generally hundreds of millions and, not infrequently, billions of dollars are at
stake for the brand company. If the generic company successfully defends against
the infringement claim, competition occurs. The generic will quickly take as
much as 80 percent of the brand’s prescriptions in a matter of months.11

Although initially priced at roughly a twenty percent discount of the brand price,
the generic price can fall to as little as twenty percent or less of the brand price
when multiple generics enter.12 In turn, consumers save billions of dollars from
generic entry. Conversely, if the brand triumphs, it preserves hundreds of mil-
lions or even billions of dollars of additional revenue.

Weeding out weak patents or designing around narrow ones has helped con-
trol prescription drug costs. Many patents protecting brand products are weak or
sufficiently narrow that they do not block generic entry. In those cases, success-
ful generic challenges ensure that the patent does not deprive consumers of the
benefits of generic competition. In the period 1992 to 2000, of those cases that
went to trial, brand companies successfully protected their monopoly from all

competition less than 30 percent of the time.13

Another study showed that in the pharmaceuti-
cal industry, the alleged infringer won roughly
two-thirds of the decisions in the Federal
Circuit.14

The savings to consumers are substantial. On
four blockbusters alone, consumers are expected

to save over 16 billion dollars because of generic entry prior to patent expiration.
See Table 1.15 In each of those cases, the patent was no bar to competition. The
generics’ victory in the patent litigation ensured that consumers received the
benefits of competition earlier rather than later.
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Zantac 1997 5 $1.6 billion $2.45 Billion

Taxol 2000 11 $1.6 billion $3.5 Billion

Prozac 2001 2.5 $2.5 billion $2.5 Billion

Buspar 2001 17 $600 million $8.8 Billion
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Of course, not every case goes to trial; many cases settle. As a matter of basic
negotiation theory, parties should settle cases when the value of the settlement
is greater than the perceived or expected value of pursuing the case to judg-
ment.16 When combined with the underlying economics of the pharmaceutical
industry, this is a recipe for anticompetitive settlements. 

Because generic entry causes total profits to fall, it is profitable for the parties
to avoid entry if the branded company can compensate the generic company.
The generic competes at a lower price, so the profits it makes by competing are
lower than the amount the brand loses by facing competition. A simple pie
chart, depicted in Figure 1, helps illustrate this point. In the top pie
(“Monopoly”), the brand has all of the profit without generic competition. Once
generic entry occurs (in the “Competition” pie), the brand loses substantial prof-
its. Although the generic company earns profits, depicted by the dark green-
shaded segment, consumers save money by buying the lower-priced generic, rep-
resented by the gray-shaded slice. In technical terms, the joint profits of the
duopoly are less than the monopolist’s profits.17

Left to their own devices, both the incumbent monopolist and the entrant are
better off if they eliminate competition and share the monopoly profits. As
shown in the “Exclusion Payment” pie, the generic earns more from taking a pay-
ment not to compete than by entering the market. The dark green-shaded slice
in the Exclusion Payment pie is larger than the green slice in the Competition
pie; the brand is sharing a portion of its monopoly profits with the generic.
Similarly, the light green-shaded slice of the Exclusion Payment pie, represent-
ing the branded company’s profits, is larger than the light green-shaded slice of
the Competition pie because the brand—despite paying the generic—earns more
than if it faces competition. 

During a patent litigation, there is obviously uncertainty about whether there
will be a monopoly or competition after the court’s decision. While that uncer-
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tainty affects what the parties expect to earn from pursuing litigation, it still does
not change the fact that, for the vast majority of situations, the brand and the
generic can each earn more if the generic agrees not to compete and the brand
pays the generic more than the generic values the litigation. The weaker the
patent, the more willing the brand is to pay the generic. Graphically, the pie
charts of Figure 1 need only a slight modification to account for the uncertainty
of the litigation. As Figures 2 and 3 show, we start with the same pre-generic-fil-
ing pie, with the brand earning its monopoly profits. 

The “Expected Competition” pie replaces the Competition pie. Compared to
the Competition pie in figure 1, the slices of the generic’s profits and the con-
sumer savings are all discounted by the chance that the patent will block com-
petition while the brand’s expected profits are larger to account for the possibil-
ity that it may win the patent suit. In Figure 2, the patent is weak, so the expect-
ed profits of the brand and the generic are similar to what would happen if there
is competition. In contrast, in Figure 3, the patent is strong; both the generic’s
expected profits and the expected consumer savings are small, but the brand’s
expected profits are much larger than what it would earn if there is competition. 

Whistling Past the Graveyard

FFiigguurree  33

Incentives to

Pay for Delay

(Strong Patent)

FFiigguurree  22

Incentives to

Pay for Delay

(Weak Patent)

Expected Competition

Pre-Generic Filing

Exclusion Payment

Brand’s
Profits

Brand’s
Profits

Brand’s
Profits

Payment to
Generic

Generic’s
Profits

Consumer
Savings

Expected Competition

Pre-Generic Filing

Exclusion Payment

Brand’s
Profits

Brand’s
Profits Brand’s

Profits

Payment to
Generic

Generic’s
Profits

Consumer
Savings



Competition Policy International150

The important point is that, whether competition is certain (Figure 1), the
patent is weak (Figure 2), or the patent is strong (Figure 3), the brand and the
generic are better off preserving the monopoly by having the branded firm pay
the generic company not to enter. Left to their own devices—in a world where
they face no antitrust constraints—most brand-generic patent cases should set-
tle with the brand paying the generic not to compete during some portion of the
remaining patent term, making what have become known as reverse payments,
exclusion payments, or pay-for-delay settlements. The strength of the patent—
how likely it is to block competition—would not determine when there is com-
petition; rather, the profits the branded firm earns by eliminating the threat of
generic competition and the brand’s willingness to share those profits determines
when competition would occur. 

Not surprisingly, payments are more likely to protect weak patents than strong
ones. The brand has more to lose from litigation and is willing to pay more to
avoid that possibility than if the patent is strong. Because the payment involves
dividing up the gray slice—the avoided consumer savings—and because the
value of eliminating those consumers’ savings is greatest when the patent is
weak, payment becomes an especially attractive method for holders of weak
patents to prevent competition. 

At the same time, and this is the point of Figure 3, allowing branded firms with
strong patents to pay off their generic competitors still harms competition. As
Hovenkamp, Janis, & Lemley have explained, even where the patentee has a 75
percent chance of winning, the reason it “is willing to make this payment is pre-
cisely because there is a 25 percent chance that the patent would be held invalid
or not infringed and the market would become competitive.”18

The proposition that brands and generics can earn more from the brand pay-
ing the generic not to enter than they can from litigating or settling without a
payment is uncontroversial. In the 1980s, Michael Meurer identified the gener-
al result that allowing a monopolist patent holder to make a lump sum payment
to the alleged infringer would eliminate litigation and preserve monopoly prof-
its.19 More recently, Carl Shapiro explained this result specifically in the context
of brand-generic patent settlements: “For this reason, the FTC has a sound basis
for its skepticism about ‘reverse cash payments’ from the patent holder to the
challenger.”20 Even those who try to justify these agreements grudgingly acknowl-
edge that brands and generics can earn more by eliminating potential competi-
tion and sharing the resulting profits.21

IV. Current Case Law
Herein is the danger, or the graveyard, so to speak. Allowing brands to settle patent
litigation by paying generics will eliminate competition and cost consumers billions
of dollars a year, but that is precisely the legal rule the courts are moving toward.
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The Tamoxifen decision in the Second Circuit and the Ciprofloxacin decision in the
Federal Circuit were not subtle in their analysis and approach. Both set out a fairly

straightforward rule: Unless the patent was
obtained by fraud or the litigation is a sham, a set-
tlement in which the brand pays the generic not
to enter the market with an allegedly infringing
product until patent expiration is legal. 

The Tamoxifen decision was the first clear
articulation of this broad rule of legality, grant-
ing a motion to dismiss a pay-for-delay chal-
lenge.  Tamoxifen is an anticancer drug.22 The
brand, AstraZeneca, sued the first generic, Barr,
but Barr won before the trial court.23 While the
case was on appeal, the parties settled. Barr
agreed to stay out of the market until six

months before patent expiration, and AstraZeneca paid Barr 21 million dollars.24

After settling with Barr, AstraZeneca won three patent cases against successive
generic filers.25 Private plaintiffs challenged the Barr agreement as an unreason-
able restraint of trade.26 The trial court in the antitrust case dismissed the action,
holding that the plaintiffs failed to state a claim upon which relief could be
granted.27 In affirming the lower court, the Second Circuit explained: 

“Unless and until the patent is shown to have been procured by fraud, or a
suit for its enforcement is shown to be objectively baseless, there is no injury
to the market cognizable under existing antitrust law, as long as competition
is restrained only within the scope of the patent.”28

In the Second Circuit’s view, absent those exceptions, a settlement could
restrain competition beyond the scope of the patent only if the generic agreed to
stay out of the market beyond the patent’s expiration or the agreement covered
unrelated products.29 Because the patent might block competition, the brand
could pay to ensure that result: 

“So long as the patent litigation is neither a sham nor otherwise baseless,
the patent holder is seeking to arrive at a settlement in order to protect that
to which it is presumably entitled: a lawful monopoly over the manufacture
and distribution of the patented product.”30
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Therefore, the Second Circuit concluded that “We do not think that the fact
that the patent holder is paying to protect its patent monopoly, without more,
establishes a Sherman Act violation.31

In Ciprofloxacin, the Federal Circuit adopted the Second Circuit’s holding that
there could be no antitrust liability for any exclusion unless it was greater than
what the patent might prevent.32 Ciprofloxacin is an antibiotic. The brand, Bayer,
sued Barr, the first generic.33 Before reaching trial, the parties settled. Bayer paid
Barr close to $400 million, and Barr agreed to stay off the market until six months
before patent expiration.34 The Federal Circuit upheld the lower court’s decision
to grant summary judgment in favor of the defendants.35 Because the patent might
block entry, the Federal Circuit reasoned that the means the brand chooses to
achieve that result, whether litigation or payment, made no difference: 

“[T]here is no legal basis for restricting the right of a patentee to choose its
preferred means of enforcement and no support for the notion that the
Hatch-Waxman Act was intended to thwart settlements.”36

One could ask why the legal right to exclude embodied in the patent includes
the right to use one’s economic power— the sharing of monopoly profits—to
eliminate competition. Or, put another way, if the patent’s ability to block com-
petition is uncertain, why should the patent-holder be able to guarantee its
monopoly by paying its potential competitor to stay out of the market? In
essence, the Second Circuit and the Federal Circuit believe that the patent-
holder can buy off its potential competitor so long as the patent infringement
claim is not a sham. 

V. Implications of the Developing Rule
What happens if the rules of the Second and Federal Circuit become the law of
the land? If it is legal to pay for delay, it will certainly be in most parties’ inter-
est. The effect of such a rule is obvious—it will reduce pharmaceutical competi-
tion and increase the cost of prescription drugs. 

As to the first point, it is a matter of simple logic easily illustrated by probabil-
ity charts. Suppose that there are six branded products. Suppose further that they
are distinct. They contain different active ingredients; employ different methods
of actions; are sold in different markets; and are produced by different companies.
In each case, a generic has filed an application to sell its product before the expi-
ration of the respective brand firm‘s patent, and each brand has a one in three
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chance of winning. If all six cases go to judgment, as Figure 4 shows, on average
two of the brand companies will win their suits, and there will be a monopoly
until patent expiration (represented by green on the timeline). At the same
time, on average, four generic firms will win, and there will be competition (rep-
resented by gray on the timeline). Of course, not all cases go to trial; some set-
tle. While many factors affect the terms of the settlement, one would expect—if
there are no payments to the generic—that the results would roughly correlate
with the probable outcome of the patent litigation. So, if three cases settled
without payments, as Figure 5 shows, the settlements might roughly prevent
entry for one-third of the remaining patent life and allow competition for the
remaining two-thirds of the patent life.

If, however, the brand may pay the generic, then, as depicted in Figure 6 below,
the brand should simply pay the generic to stay out of the market until patent
expiration. 

Even if the brand has a relatively strong chance of winning, the payment elim-
inates “the incremental chance that the market would be competitive.”37 For
example, if each brand had a two-thirds chance of winning its patent litigation,
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then the amount of green and gray would roughly reverse in Figures 4 and 5. If
they litigate, the brand on average wins four cases, and the generic wins two. A
settlement with just a date would roughly protect two-thirds of the patent life.
But, if payments are legal, one would still expect that the vast majority of settle-
ments would reflect Figure 6. Overall, allowing payments will eliminate compe-
tition that would otherwise occur.

As a practical matter, the Tamoxifen and Ciprofloxacin decisions are already
having a substantial effect. Based on the analysis of economists at the Federal
Trade Commission, settlements with payments delay entry 17 months longer
than settlements without payments.38 Virtually all of the settlements with a pay-
ment to the generic occurred after the Tamoxifen decision.

Going forward, the impact could be staggering. Economists at the Federal
Trade Commission estimate that, if nothing changes, settlements with payments
for delay will cost consumers $3.5 billion dollars per year.39 At the end of 2008,
brands were attempting to block generic entry on products with roughly $90 bil-
lion in sales.40 This is the current universe that
the Tamoxifen and Ciprofloxacin rules could
affect. On average, 15 percent of cases settle
each year, and 24 percent of those settlements
involve a payment. In turn, the delay of 17
months means consumers will lose 17 months of
mature generic competition in the life of the
product.41 For a mature market, the average con-
sumer savings is roughly 77 percent.42 One can
take the consumer savings, the length of delay,
likelihood of settlement, and the pool of drugs for which settlements can be
reached and calculate the harm to consumers.43 Applying a different methodol-
ogy and looking at the cost already incurred by consumers, Professor Hemphill
estimated that settlements involving payments have already cost consumers 12
billion dollars.44
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While the description of any methodology may be dry, the implication is not.
Under the Tamoxifen and Ciprofloxacin rule, uninsured patients will pay more for
their drugs, insured patients will face higher copayments and premiums, and
employers and the government will see their prescription drug costs rise. 

Moreover, the FTC economists’ estimate is almost certainly low if the per se
rule of legality becomes the law of the land. Despite its setbacks,  the FTC cur-
rently remains active in investigating and challenging patent settlements it con-
siders to be anticompetitive, having attacked settlements on two separate prod-
ucts in the last two years. The FTC’s enforcement may lead companies to be
more cautious. For example, it is much easier to defend a particular settlement if,
despite compensation to the generic, it allows for entry before patent expira-
tion.45 If the law definitively legalized these settlements, one would expect the
companies to pursue more profitable settlements. There would be more pay-for-
delay settlements, and in each settlement, the generic—in exchange for a larger
payment—would agree to a longer delay. 

Such concerns are far more like Cassandra’s warnings than Chicken Little’s
predictions because brand and generic companies have already shown their will-
ingness, in the absence of legal constraints, to push settlements out to patent
expiration. In the 1990s, there was a period when drug companies entered pay-
for-delay deals before the FTC, state attorneys general, or private plaintiffs were
aware of the practice.46 Based on the most comprehensive available statistics,

between 1992 and 1999, there were eight final
settlements in which the brand paid the gener-
ic, and the generic agree to stay off the market
for some period of time.47 In six of those eight
settlements, the generic agreed to stay out of
the market until patent expiration.48 Those
numbers suggest that if pharmaceutical compa-
nies could enter such deals with abandon, con-
sumers would have to pay for higher-priced
branded drugs for a much longer period of time. 

An example sheds light on the implications
of a per se legality rule. In 1999, in the middle of
the Prozac litigation between Lilly (the brand

firm) and Barr (the generic company), Barr offered to settle and walk away from
the litigation if Lilly would just pay Barr $200 million.49 Lilly refused because it
believed such payments were illegal.50 Barr won the case, launched two-and-a-
half years before the patent expired, and consumers saved roughly $2.5 billion.51

If Tamoxifen and Ciprofloxacin were law, Lilly would never have taken the risk of
losing the profit stream for its blockbuster.
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VI. Whistling Toward Per Se Legality
The courts have adopted this rule with no concern for its impact—indeed, with
barely any recognition of it. At best, they have offered dismissive explanations
that are no better than whistling by the graveyard. The Ciprofloxacin court was
largely silent on the economic implications of its rule. The Tamoxifen court
assured its readers that payments were not a way to prevent competition because
there were simply too many generics to pay off. That assurance, however, should
provide little comfort because the economic and regulatory structure of the phar-
maceutical industry makes pay-for-delay settlements quite an effective strategy. 

The Tamoxifen court understood the incentives. The court recognized that the
brand earns more profit when it pays for delay than the brand and generic earn
if there is competition.52 The Tamoxifen court further recognized the brand’s
incentive to pay to protect those profits.53 And, it acknowledged the natural
result: “it seems to make obvious economic sense for the generic manufacturer to
accept such a payment if it is offered.”54 The court acknowledged “a troubling
dynamic”: “the less sound the patent or less clear the infringement and, there-
fore, the less justified the monopoly enjoyed by the patent holder, the more a rule
permitting settlement is likely to benefit the patent holder by allowing it to
retain the patent.“55

This “troubling dynamic” gave the court little pause because it believed that a
patent holder cannot realistically pay off every generic competitor: 

“But the answer to this concern lies in the fact that, while the strategy of
paying off a generic company to drop its patent challenge would work to
exclude that particular competitor from the market, it would have no effect
on other challengers of the patent, whose incentive to mount a challenge
would also grow commensurately with the chance that the patent would be
held invalid.”56

In the Tamoxifen court’s view, then, there could be a problem only if the brand
paid off all the generics, an event the court discounted: “We doubt, however,
that this scenario is realistic.”57

As a matter of economic theory, this tune has some attraction: Paying entrants
to stay out of the market will be ineffective if there are too many and the costs
of finding and negotiating with them are too high. This perspective ignores the
reality of the pharmaceutical market. Even if the brand could only pay one
generic and not block anyone else, the delay before a second entered (depending
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on the circumstance, the second generic may have to develop the product, get
approval, and win its law suit) would still harm consumers significantly. 

A. THE 180-DAY EXCLUSIVITY MAKES PAYING THE FIRST FILER AN
EFFECTIVE STRATEGY
More specifically, the Tamoxifen court ignored the biggest obstacle to taking
comfort in the market. Under the Hatch-Waxman Act, the first ANDA filer has
an exclusivity that makes it much more difficult for subsequent filers to enter, so
the brand may not need to pay multiple filers. Moreover, later filers typically
have less incentive to vigorously contest the brand-name firm’s patents, because
they do not receive the bounty of the 180-day exclusivity. 

The 180-day exclusivity is the most obvious reason why the Tamoxifen court’s
assessment is misplaced. The first generic filer to certify that the patent covering the
brand product is invalid or not infringed by the generic’s product is the first appli-
cant and has 180 days of market exclusivity, meaning the FDA will not approve a
second generic until 180 days after the first filer markets its product.58 If the first filer
accepts a settlement in which it agrees to delay entry for five years, then the FDA
may not approve a second filer for 5.5 years. This problem is often referred to as the
bottleneck problem because the first filer’s delay blocks additional entry. 

In principle, the law provides a solution. If the second filer wins its patent case
in a non-appealable decision and if the first filer does not launch within 75 days

of that decision, the first filer loses it exclusivi-
ty.59 The FDA may then approve the second or
any other filer. 

In practice, however, brands have found ways
to limit the incentives of the subsequent gener-
ic to pursue its challenge through a generic
acceleration clause. The first filer settles with
an agreed entry date. The settlement also pro-

vides that the first filer may enter earlier if another generic wins (the entry date
is accelerated to the date of the subsequent filer’s victory).60 As long as the first
filer launches within 75 days of the subsequent filer’s victory, the first filer does
not forfeit its exclusivity, and the second filer must still wait another 180 days
before receiving approval. Even if it wins, the subsequent filer still must likely
wait for the expiration of the 180-day exclusivity period. 

A forerunner of this dynamic occurred in the Altace litigation. The first filer
(Cobalt) settled. Then, the second filer (Lupin) litigated and won. Under the
legal scheme in place, a final appellate court decision triggered the exclusivity.
Lupin, however, still had to wait 180 days before it could receive final approval.61

Lupin would have been in a worse position under the current law because it
might have had to wait as long as 255 days after its victory for final approval
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because only commercial marketing will trigger the 180 day exclusivity. And, as
long as the first filer launches within 75 days of the subsequent generic’s victory,
the first filer will not lose its exclusivity.

The subsequent filer faces reduced incentives to pursue its litigation. The
brand pays the first filer and agrees that the first filer can accelerate its entry if
another generic wins its patent litigation. Then, the brand offers the subsequent
filer a settlement without a payment and entry 180 days after the first-filer enters.
Even if it wins the litigation, the subsequent filer will still enter 180 days after
the first filer. The value of winning then is in expediting the process, but this may
not justify the cost of going forward. In many cases, a payment to the first filer
and an acceleration clause may eliminate the incentive to subsequent generics to
vigorously pursue their cases. 

B. EVEN WITHOUT THE 180-DAY EXCLUSIVITY, PAYMENTS ARE LIKELY
TO BE A SUCCESSFUL STRATEGY
It might be tempting to think that eliminating the 180 day exclusivity for set-
tling first filers will fix the problem of payments,62 but it will still be relatively
easy for brands to pay generics. Without a broader prohibition on compensation,
eliminating the exclusivity is likely to lead to bigger payments to the first filer
because the branded company would have to compensate the first generic for the
loss of exclusivity, but the payments will still occur. First, there will never be
hundreds of companies waiting to enter the generic market. In most cases, the
number of entrants—especially those willing to fight patent litigation—will like-
ly be in the single digits.63 Further, if the settlement allowed the first filer to enter
as soon as anyone else, that clause would continue to dampen the subsequent
filer’s incentive to pursue its patent challenge.64

Second, the transaction costs in reaching such a deal are relatively low.
Because any generic seeking approval to sell its product has to give notice to the
brand, the brand always knows who is trying to enter. Because the parties are in
litigation, the transaction costs of negotiating the payment are less than the
alternative of litigating. 

Third, paying-off multiple generics may not substantially increase the overall
cost of the strategy; it may cost a brand less to pay two generics to delay entry
than one, and it may cost even less to pay three. Additional generics, all of whom
are essentially producing an identical branded product, will drive down the
price.65 At the same time, additional generic entry does not increase generic out-
put.66 If prices fall and output is constant, then overall revenues will fall. In turn,
with multiple generics, each company expects to earn less. Because the first
generic takes such a large portion of the branded company’s sales, subsequent
generic entry has little additional effect on the branded product’s sales. So, the
brand receives roughly the same benefit from paying off multiple generics as it
does with one. Looking back to Figure 1, the dark green slice for generic profits
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shrinks with more generics, but the light green slice (the branded company’s
expected profits) remains the same.67 Therefore, the brand may need to pay less
to eliminate the potential competition than if there were only one generic. 

Assume that the brand product has yearly sales of one billion dollars. A single
generic, assuming it takes 80 percent of the brand’s sales and prices at a 30 per-
cent discount, will earn roughly 560 million dollars in revenue. In contrast, if five
generics enter, they drive the price down to 33 percent of the brand price. The
total generic revenue will fall to 267 million dollars. In other words, if the brand
has to pay the full revenue of the generics, it would actually cost more than twice
as much to buy off one generic than five generics. Although these numbers may
overstate the disparity between revenue in a sole generic market and a multiple
generic market,68 they clearly illustrate that eliminating the 180-day exclusivity
outright may have the unintended consequence of making pay-for-delay settle-
ments more common. On a blockbuster product with 11 or more filers, it may cost
very little to pay all the subsequent filers. 

VII. Conclusion
This then is what we can conclude about the per se legality rule for pay-for -delay
settlements. If these settlements are legal, they will occur more frequently, reduce
generic entry, and raise the costs of prescription drugs by billions of dollars a year.
Furthermore, we should take no comfort in the idea that there are too many

generics to pay or that a simple change to the
180 day exclusivity will solve the problem. 

Arguably, courts decide cases, not public pol-
icy; therefore, they need not consider the impli-
cations of the rules they develop. That is an
especially odd claim in antitrust law, which
over the last thirty years has imported ever
more sophisticated economic reasoning and

policy into its legal rules. If one believes Tamoxifen and Ciprofloxacin correctly
state the law, it is hard to imagine how the results of the per se rule of legality
represent sound public policy: the rule protects weak and narrow patents, pre-
vents competition, and raises drug costs. 

If the courts are whistling towards per se legality, Congress has shown a much
deeper and more sophisticated appreciation for the problem. In the House, the
Energy and Commerce Committee voted out a bill to eliminate the practice and
incorporated it into health care reform. The Senate Judiciary Committee favor-
ably reported a bill that would apply a much more stringent standard. The dan-
ger of pay-for-delay settlements is as real as its cost to consumers; the cost of
whistling towards per se legality is far greater than whistling by the graveyard. 
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