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HE SO-CALLED REVERSE PAYMENT,
or pay-for-delay, cases have attracted an enormous
amount of attention from the antitrust community. The current Federal Trade Commission
Chairman calls them the agency’s top priority. The
agency has two such cases pending in federal court right
now, and is continuing to investigate with an eye toward
bringing more cases, despite high-profile appellate losses.
The Justice Department has recently joined the FTC’s position after distancing itself under the Bush Administration. It
has received substantial attention from Congress: a legislative
fix favorable to the FTC’s position made it into the landmark
House health-care reform legislation and is being seriously
considered by the Senate. Antitrust heavyweights like Carl
Shapiro, Herbert Hovenkamp, and Robert Willig have written at length on the subject.
Reverse payments remain one of the most contentious
areas of antitrust. Both courts and commentators hold widely divergent views, with some holding that, absent a fraudulent patent, reverse payments in a patent settlement should
be per se lawful, while at the other extreme some argue that
any reverse payment should be given almost summary condemnation. The debate over the appropriate legal framework
for analyzing reverse payments is heated and seemingly
intractable; the FTC’s latest loss in February of this year in the
Androgel litigation will certainly not be the last word on the
subject.
The purpose of this article is not to revisit this debate or
offer a new proposed framework.1 This article has a more
modest goal: to make the point, largely overlooked in the
debate, that even if the tough legal issues are eventually
resolved, the reverse-payment cases will still be complicated.2
The reason is straightforward: it may be hard to prove a pay
for delay when a pay for delay deal has not been enshrined in
an express agreement, and other than in some of the FTC’s
early cases, the pay-for-delay cases have not involved clear

agreements in which a payment is made in return for delay.
Instead, the existence of such an agreement must be inferred
from a complicated set of commercial arrangements entered
into between the branded company and the generic company. Proving a pay for delay when there is no express agreement is like trying to prove a conspiracy from circumstantial
evidence: it’s possible to do but it’s never easy. This difficulty will exist even if all payments by branded to generic
providers are banned, as more indirect means of payment will
inevitably be devised to circumvent this prohibition. And
therefore these cases, regardless of which direction the law
moves in, will continue to be a challenge for the FTC and private plaintiffs.
The Basics of Reverse Payment Cases
Hatch-Waxman Framework. The Drug Price Competition and Patent Term Restoration Act of 1984, known as the
Hatch-Waxman Act (the Act),3 was designed to promote
the availability of generic drugs, while still allowing for legitimate patent claims and maintaining financial incentives
for research and development for new pharmaceuticals. The
emergence of a successful generic drug industry is often

attributed to the Act, in large part as a the result of its simplification of the process by which manufacturers of generic pharmaceuticals obtain U.S. Food and Drug Administration marketing approval under the federal Food, Drug and
Cosmetic Act.4
Prior to its amendment, the Act required that a company
seeking to market a new drug product obtain FDA approval
by undertaking a lengthy New Drug Application (NDA)
providing clinical data proving the drug’s safety and effectiveness. Under the amended Act, the approval process was
significantly streamlined and simplified. It allows generic
manufacturers to circumvent the lengthy and expensive NDA
filing by filing instead an Abbreviated New Drug Application
(ANDA). ANDAs reference the data on safety and efficacy
developed and submitted by the original drug manufacturer.
The generic drug manufacturer filing an ANDA need only
supplement the NDA with studies showing that its drugs are
the “bioequivalent” of already-approved brand-name drugs
approved by the FDA.5
Patent Litigation and Settlements. Generic drug manufacturers filing ANDAs are required to certify with respect
to each patent belonging to the brand-name drug manufacturer that (1) no patent was listed for the drug, (2) the patent
has expired, (3) the ANDA drug will not be marketed until
the patent expires, or (4) the patent is invalid or would not
be infringed by the generic version.6 This certification is
commonly called “Paragraph IV certification.” Under the
Act, the first generic drug manufacturer to file an ANDA
containing a Paragraph IV certification—the so-called first
filer—is allowed a 180-day period of exclusivity during which
no other ANDA with a Paragraph IV certification for the
same drug may be approved. This period of exclusivity is
extremely valuable, giving generic manufacturers strong
incentives to challenge the patented products of the branded drug manufacturers. The branded drug manufacturer can
challenge the claims in the generic’s Paragraph IV certification with a lawsuit within forty-five days of the ANDA filing.7 If suit is filed, ANDA approval is automatically stayed
for thirty months.8
Studies have shown that generic competitor drugs normally enter the market at prices 20 to 30 percent lower than
the prices of brand-name counterparts, and that they quickly gain substantial market share.9 Subsequent generics often
enter the market at prices as much as 80 percent or more
below that of the branded drug, providing significant savings
to consumers. As a result of these lower prices in combination with health plan policies and state laws encouraging the
use of generic drugs, generic drug manufacturers typically
capture an average of 44 percent of the sales of branded
drugs within the first year in which they are offered to the
public.10
Incentives to Settle and Share Profits. Although the
180-day period of exclusivity was meant to encourage the
entry of generic drugs, it ultimately created an incentive for
the branded and generic pharmaceutical manufacturers to

limit competition between each other. They accomplished
this through arrangements called “reverse payments,” also
known as “pay for delay settlements,” or “exclusion payments.” These terms describe an arrangement whereby the
branded drug manufacturer sues a generics manufacturer for
patent infringement with respect to a particular drug and the
former pays the latter to delay the sale of a generic version of
the drug, even if there was not in fact any real infringement.
Reverse payment settlements make business sense for both
generic and branded manufacturers. When the entry of a
generic drug into the marketplace is a possibility, the generic stands to make less profit than the branded manufacturer
stands to lose from its entry. The difference between the two
represents the amount consumers would save as a result of the
entrance of the generic into the market, a pool of money the
two can share if they can keep the generic off the market for
some period of time. So, for example, when announcing settlements with four generic drug makers that kept the generic versions of Provigil off the market until 2012 (in return for
compensation of roughly $200 million collectively to the
generics), the CEO of Cephalon stated: “We were able to get
six more years of patent protection. That’s $4 billion in sales
that no one expected.” 11
The statutory 180-day exclusivity enjoyed by the first filer
plays into this. Because of that exclusivity, the first filer presents a bottleneck to the other potential generic entrants,
which incentivizes the branded drug manufacturer and the
first filer to cut their deal. This is not to say, however, that the
incentive for a branded company to pay off generics would
disappear if the statutory exclusivity period were eliminated.
As Michael Kades has explained, even without that exclusivity, there could still be circumstances in which a branded drug
manufacurer will pay off multiple generic companies, and it
may be cheaper on the whole to pay off multiple parties than
to pay off just one.12
Early FTC Consent Decrees
Because of the harm to consumers that results from reverse
payment settlements, the FTC has made it a priority to stop
these agreements, calling them “at odds with both market
realities and established antitrust principles.” 13 The Commission began investigating these cases in the late 1990s and
bringing complaints at the beginning of the last decade. In
the two earliest cases, in which the parties made no effort to
disguise the purpose of the payments to generics, these
actions resulted in consent decrees.
In Abbott Labs, the Commission alleged that Abbott Lab oratories and Geneva Pharmaceuticals entered into an anticompetitive agreement in which Abbott paid Geneva to delay
marketing a generic alternative version of Abbott’s hypertension and prostate drug, Hytrin.14 According to the complaint, Abbott paid Geneva $4.5 million per month to keep
Geneva’s generic version of Hytrin off the U.S. market.15
This agreement also resulted in a significant delay in the
introduction of other generic versions of Hytrin because
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Geneva was the first filer with the FDA and therefore was a
bottleneck preventing other generic firms from marketing
their generics until Geneva’s 180-day exclusivity period was
up. The FTC stated that the money paid to the generic was
“well over the $1 to $1.5 million per month that Abbott
believed Geneva would forgo by staying off the market.” 16 As
it further explained:
The complaint alleges that Abbott was willing to pay Geneva
a “premium” to refrain from competing because of the substantial impact that launch of a generic version of Hytrin
would have on Abbott’s overall financial situation. Abbott
forecasted that entry of generic terazosin HCL on April 1,
1998 would eliminate over $185 million in Hytrin sales in
just six months. Accordingly, the complaint charges, Abbott
sought to forestall Geneva—and all other potential generic
competition to Hytrin—from entering the market because of
the threat they represented to the high profits it was making
from Hytrin.17

The next case involved Hoechst Marion Roussel (now
Aventis Pharmaceuticals, Inc.), Carderm Capital L.P., and
Andrx Corporation. The FTC challenged an agreement
between the companies affecting the $750 million-a-year
market for Cardizem CD, a widely prescribed drug for treatment of hypertension and angina.18 In September 1997, the
FTC’s complaint alleges, Hoechst and Andrx entered into an
agreement in which Andrx was paid to stay off the market.
Under the agreement, Andrx would not market its product
when it received FDA approval and would not give up or
transfer its 180-day exclusivity right. Hoechst paid Andrx
$10 million per quarter, beginning in July 1998, when Andrx
gained FDA approval for its product. The agreement also
stipulated that Hoechst would pay Andrx an additional $60
million per year from July 1998 to the conclusion of the lawsuit if Andrx prevailed.
The 2002 FTC Study and Passage of the MMA
Following these early cases, the FTC issued subpoenas to
more than seventy pharmaceutical companies seeking information about patent settlements. The results of this investigation are set forth in a study published by the Commission
in July 2002.19 The study found, among other things, that the
questionable patent settlements had ceased to a large extent
after the FTC’s position had become generally known in the
industry—in other words, when pharma companies realized
that the FTC was going to come after them for entering into
pay-for-delay agreements.20
The study made several recommendations for changes to
the law, one of which was a statutory requirement that such settlements be reported to the FTC and DOJ. Congress accepted that recommendation in the Medicare Prescription Drug
Improvement and Modernization Act of 2003 (MMA).21 That
Act provides that settlements of the kind the FTC has been
pursuing must be filed with the FTC within ten days of the settlement being agreed upon. Failure to comply with this filing
requirement can result in civil penalties.22
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Schering
Following passage of the MMA, the FTC’s first case challenging reverse payment settlements and leading to full litigation rather than a consent decree was against ScheringPlough Corporation.23 In contrast with the earlier FTC cases,
this case involved payments made not explicitly for delay
but rather for a related license from Schering to the generic
providers, which the FTC alleged was a hidden payment for
delay. The Commission found an illegal agreement, and on
appeal the Eleventh Circuit disagreed, finding that the terms
of the settlement were within the patent’s exclusionary power
and “reflect a reasonable implementation of the protections
afforded by patent law.” 24
The FTC filed a petition for certiorari in Schering in Sep tember 2005, which the DOJ opposed.25 The FTC argued
that the decision conflicted with a Sixth Circuit decision
holding that an interim reverse payment settlement was a per
se antitrust violation,26 and that the economic consequences
of the reverse payments were significant for consumers. The
Supreme Court denied certiorari.
Appellate Decisions in Private Actions
Private plaintiffs have mostly lost court challenges to reverse
payments. Aside from the Eleventh Circuit’s decision in
Schering, the leading appellate pro-reverse-payment decisions
are In re Tamoxifen Citrate Antitrust Litigation 27 and In re
Ciprofloxacin Hydrochloride Antitrust Litigation, in which the
Second Circuit and the Federal Circuit, respectively, upheld
reverse payments on the grounds that a patent holder has the
right to exclude competition anytime during the life of the
patent.28
In a 2003 decision in the opposite direction, the Sixth
Circuit ruled in a private case, In re Cardizem CD Antitrust
Litigation, that reverse payments were per se violations of
antitrust law, holding that “it is one thing to take advantage
of a monopoly that naturally arises from a patent, but another thing altogether to bolster the patent’s effectiveness in
inhibiting competitors by paying the only potential competitor $40 million per year to stay out of the market.” 29 A
few months later, however, Judge Posner, sitting as district
court judge, rejected this view in dicta in his Asahi Glass
decision, reasoning that “[a] ban on reverse-payment settlements 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 [of as]
anticompetitive.” 30
FTC’s Post-Schering Actions
Despite the string of unfavorable appellate decisions, the
FTC has continued to press forward in this area, investigating settlements of which it has become aware through
MMA filings. Chairman Leibowitz had made clear that he
considers this a major agenda item. As he stated in a speech
last June, “No matter what you call them, eliminating these
deals is one of the Federal Trade Commission’s highest pri-

orities.” 31 That same speech also announced the results of a
Bureau of Economics study finding that pay-for-delay settlements are expected to cost the American consumer $35 billion over the next ten years. That report was released to the
public in January of this year.
In the last two years the FTC has brought two new cases.
Instead of handling these cases administratively as with the
earlier Schering case, the agency has chosen in these two cases
to file in federal court, thereby giving the agency greater control over which circuit ultimately hears the case (though as
will be seen, that has not worked out for the agency quite as
planned).
In February 2008, the FTC sued the pharmaceutical company Cephalon, Inc., for reverse payments in connection
with Provigil, a drug used to treat excessive sleepiness in
patients with sleep apnea, narcolepsy, and shift-work sleep
disorder.32 According to the Commission’s complaint, filed
initially in the D.C. District Court and later transferred on
motion of the defendant to Philadelphia, Cephalon entered
into illegal agreements with four generic pharmaceutical firms
(Teva, Ranbaxy, Mylan, and Barr), all of which had filed
simultaneously with the FDA and therefore all of which were
“first filers” with which Cephalon had to deal to prevent
generic entry. Specifically, Cephalon paid (in the form of
various complex commercial agreements) the four first filers
to delay their entry for several years, until 2012, three years
before the patent’s expiration.
The case was cast as a monopolization claim against
Cephalon—i.e., the sole count in the complaint was a claim
that Cephalon had unlawfully maintained its monopoly with
respect to Provigil. The Commission chose not to name the
four generic companies as defendants, triggering a separate
statement by then-Commissioner Leibowitz explaining why
he would have done precisely that.
Upon transfer of the complaint to Philadelphia, Cephalon
moved to dismiss based on the appellate decisions described
above.33 New briefing on that motion was called for when the
original assigned judge was replaced by a new judge. Cephalon’s motion is still pending.
In January 2009, the FTC filed suit against a branded drug
company, Solvay, and three makers of generic drugs, Watson,
Par, and Paddock.34 Watson and Par were both first filers in
connection with Androgel, a hormone replacement therapy
drug made by Solvay. The relevant patent on Androgel was
due to expire in 2020. The FTC’s theory in this case is that,
as in the Provigil case, the branded company entered into a
series of complex arrangements with the first filers designed
to induce the generics to delay their entry until 2015.35
Unlike the Provigil case, this lawsuit contains both monopolization and restraint-of-trade claims, and the generics are
named parties.
The California State Attorney General joined the FTC
suit, which was originally filed in district court in California,
the site of one of the parties’ operations. The defendants
moved to transfer to federal court in Georgia, the site of the

patent lawsuit and settlement negotiation and, not incidentally, the circuit of the Schering decision. The FTC fought to
keep the case in California but lost. After being transferred to
Georgia, the defendants moved to dismiss.36 On February 23,
the district court granted the defendants’ motion to dismiss
the FTC’s claim.37
We know from recent court activity that the FTC has at
least one other pending investigation of reverse payments.
In October 2009 the Commission petitioned the D.C.
District Court to enforce a subpoena against two drug companies in connection with a reverse-payment investigation.38
The Commission’s petition explains that the investigation
concerns two drugs made by Boehringer Ingelheim: Aggrenox,
a medication for stroke victims, and Mirapex, used for Parkinson’s disease and Restless Legs Syndrome. Boehringer settled
patent litigation with Barr, a generic manufacturer working on
generic versions of both drugs. The settlement with Barr specifies the dates before which Barr cannot enter the respective
markets. The FTC is awaiting a ruling on that petition.
Changing Political Winds
In the last year, much attention has been focused on the
possibility of congressional action. In November 2009, the
House of Representatives passed legislation entitled the Protecting Consumer Access to Generic Drugs Act of 2009,
which would ban pay for delay patent settlements. It was
accepted in the Energy and Commerce markup of the House
health care reform bill and the provision was contained in the
health care bill passed by the House in November 2009, but
was ultimately dropped from the health care bill passed on
March 21, 2010. The Senate came close to passing similar
legislation but the Senate version of anti-reverse-payment
legislation failed to make it into the health care reform bill
passed by the Senate in December.39 The ban could presumably be revised as stand-alone legislation at a later point.
Meanwhile, the DOJ has shifted its stance to a completely supportive role for the FTC. In a brief filed in response to
the Second Circuit’s request in the private Cipro litigation,
DOJ, reflecting its new AAG’s previously stated views, took
a position very close to that taken by the FTC in its various
public filings.40
The Challenges Ahead
The FTC is hoping for a reversal of fortune. It has been pursuing the so-called reverse-payment, or pay-for-delay, pharmaceutical-industry cases for a number of years but so far it
has been unsuccessful in getting the courts to accept its point
of view. It suffered a major defeat in 2005 in the Schering case,
and then both the Second and Federal Circuits rejected the
FTC’s position in private cases. For a while it could not even
get its own sister agency, the DOJ, to agree on the proper
approach to these cases.
The tide may have started to turn in recent months. The
DOJ, with the arrival of the new Obama appointees, has now
largely endorsed the FTC’s view. Congress (at least until the
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Democrats lost their filibuster-proof majority) had been moving toward enshrining the FTC’s approach in health-carerelated legislation, and the House bill actually contained a provision that would have made reverse payments presumptively
unlawful. And even the Second Circuit now may be rethinking its stance: in the pending Cipro litigation, it recently asked
the DOJ for its views, suggesting the possibility that the court
might be rethinking the lenient position it outlined in its earlier Tamoxifen decision. It is possible, therefore, that in the
foreseeable future, the law will move in a much more favorable direction for the FTC, either through appellate jurisprudence or legislation, or a combination of the two.
But there is still a challenge for the FTC which no change
in law will erase: even if the law becomes more favorable to
the Commission, these will still be hard cases to litigate and
win because of the difficulty in proving that the payments
were made for the purpose of delay.
The Road from Simple to Complex. The earliest cases
—Abbott and Hoechst, both of which settled without a full
administrative proceeding—were relatively simple. In both
cases, the generic company agreed to delay its entry, and in
return received a sum of money. There was a clear quo and a
clear quid. But then it became apparent to pharma companies that the FTC would continue to pursue these kinds of
cases. The Commission even issued a statement in the Abbott
matter putting pharma firms on notice that they might be
subject to stronger remedies than the mere cease-and-desist
orders used in the two pioneer cases:
Pharmaceutical firms should now be on notice, however,
that arrangements comparable to those addressed in the present consent orders can raise serious antitrust issues, with a
potential for serious consumer harm. Accordingly, in the
future, the Commission will consider its entire range of
remedies in connection with enforcement actions against
such arrangements, including possibly seeking disgorgement
of illegally obtained profits.41

What happened evidently is that the pharma companies
received the notice and started disguising the payments. The
payments went underground, in line with Herbert Hovenkamp’s observation that “[i]f exclusion payments are illegal,
the parties will have an incentive to conceal those payments,
perhaps by turning them into non-cash compensation . . . .” 42
The parties began a game of hide the quid. This makes the
cases much tougher for the FTC and private plaintiffs, a fact
acknowledged by the head of the FTC’s own health care division: “A lot of people learned from [the FTC’s cases] . . . . The
agreements have become more complex, making the litigation
more complicated.” 43
This can be seen quite clearly in the Schering case. The
payment there was not expressly made to delay the generic
entry, as in Abbott and Hoechst. Instead, the FTC claimed that
a separate licensing transaction between the branded and
the generic firms was really a disguised pay for delay. But
there was nothing directly linking the two—no smoking
gun (and no amnesty regime encouraging one or the other to
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expose the conspiracy). The FTC’s case was entirely circumstantial, being based on evidence about the branded company’s assessment of the background of the negotiations, value
of the license, its post-agreement conduct, and many other
factors. The Commission’s discussion of this circumstantial
evidence spans almost forty pages, constituting the bulk
of the entire decision. The Eleventh Circuit characterized
the evidence on which the Commission relied as “forced,”
“unconvincing,” “meretricious,” and “questionable.” 44 The
point is not that the Commission was wrong but that at best
the kind of analysis engaged in by the Commission is open
to intense dispute, just as in cases involving proof of conspiracy from circumstantial evidence.45 Of course, the FTC
can always prove some agreement in these cases, because
these cases involve agreements to settle patent litigation and
to enter into other commercial arrangements. But the clear
presence of such agreements does not establish the precise
agreement the FTC is after: a payment of money in return for
delayed entry.
The FTC’s two pending cases are also marked by this kind
of factual complexity. When the cases were filed, there was a
general understanding that the FTC faced an uphill battle
because of the unfavorable appellate climate. What was not
generally understood at the time was that, even apart from
the legal difficulties faced by the FTC—the difficulties arising from the pro-patent and pro-settlement sentiment of the
courts—these cases are extremely hard and complicated from
a factual point of view.
In Cephalon, the FTC’s claim is that the pay for delay was
in the form of a combination of various complex commercial
arrangements, such as IP licenses, supply agreements, and
co-development agreements. The Commission claimed that
these side agreements were just that—side agreements, not
independent business arrangements—and that they had a
collective value to the generics of more than $200 million.
Their real purpose, in other words, was to compensate the
generics for their delayed entry.
In the case against Solvay, Watson, Par, and Paddock, the
side deals included, as in Cephalon, a co-promotion agreement and also a back-up supply agreement. Though the public version of the complaint redacts much of the evidence, the
complaint clearly goes into great detail about the specific
facts suggesting that the side deals were pretextual, or at least
that the amount paid by Solvay to the generics was far in
excess of the real values of the services being furnished in
return. For example, the complaint quotes one email from a
company executive saying that a “backup manufacturer strategy [was] a partial way to compensate [Par, one of the generics] for not entering the market.” 46 One thing is clear, though:
there was no express pay-for-delay agreement; otherwise, the
complaint surely would have said so.
Coping with Complexity. To be illegal, a patent settlement must be more than just that—a patent settlement—
for in itself such settlements are perfectly legal. That has been
clear in the law for a long time. Something of value must flow

from the branded company to the generic. Otherwise, there
is nothing more than the settlement itself. As the FTC itself
put it in Schering:
A settlement agreement is not illegal simply because it delays
generic entry until some date before expiration of the pioneer’s patent. In light of the uncertainties facing parties at the
time of settlement, it is reasonable to assume that an agreedon entry date, without cash payments, reflects a compromise
of differing litigation expectations.47

To be sure, when a generic company agrees to delay entry
of an allegedly infringing product, it is agreeing to limit competition between itself and the branded company. But that
limitation by itself is not of antitrust concern absent any
payment from the branded to the generic. If there is no quid
(beyond the dropping of the lawsuit) for the quo of agreeing
to delay, then there is no reason to doubt the bona fides of the
generic company’s decision—no reason to question that it did
so in legitimate settlement of the patent litigation. And that
is why it is necessary to find a quid. Once it becomes clear a
quid has to be found, then parties inevitably are going to
make it hard to find that quid.
To be precise, there are two levels of difficulty. One is in
determining whether a payment, or overpayment, to a generic company is in return for the generic company’s agreement
to delay entry (or limit competition in some other way).
This is a question of proving a nexus between the two transactions. Was the payment really for the generic company’s
agreement to defer entry, or was it for something else? 48
The other level of difficulty concerns the nature of the payment itself. If, say, a branded company pays a generic company $10 million for a license to another product, the question arises as to whether that payment is fair market value or
something above it. If it is merely fair market value—if the
generic is getting for the license no more than what it could
get in the open market from other companies—then the
FTC faces the not obviously absurd argument that the payment is not really a pay-for-delay, because the branded company is merely getting what the license is worth. If that is the
correct standard—if the FTC must prove that the payment
is greater than fair market value—then the case becomes
even more complex, and in fact that will be an extremely
important issue in Cephalon and Androgel if they survive the
motion to dismiss.
Of course, this latter problem could be cured by a rule—
in the form of legislation or judicial pronouncement—that
anything of value should be considered a payment without
any need to show its relationship to fair market value (just as
we treat any payment for services as “income” for federal tax
purposes even if the payment was fair market value for services rendered). That was apparently the intention behind the
House bill, which prohibited agreements in which “an
ANDA filer receives anything of value.” Such a rule could
eliminate that one level of difficulty.
But the first level of difficulty would remain. Just because
a thing of value was given to the generic company does not

necessarily mean that that thing of value was in return for an
agreement to delay. The nexus would still need to be shown.
Even under the House version, the law would have been
broken only when that thing of value was part of “an agreement resolving or settling a patent infringement claim.”
Whether the side deals are part of the patent-settlement
agreement is precisely what is at issue in the FTC’s pending
cases, just as in a traditional conspiracy case the nexus
between B’s raising its prices and A’s raising prices has to be
established. This problem is recognized in the FTC’s own
decision in Schering. The Commission there stated:
If there has been a payment from the patent holder to the
generic challenger . . . [then] [a]bsent proof of other offsetting
consideration, it is logical to conclude that the quid pro quo
for the payment was an agreement by the generic to defer
entry beyond the date that represents an otherwise reasonable
litigation compromise.49

The phrase “absent proof of other offsetting consideration” is
the locus of the problem: the drug companies in these cases
argue the existence of “other offsetting consideration.”
It may seem obvious that two transactions (a settlement
and a separate payment from the branded drug manufacturer to the generic) reached on the same day or within days of
each other are related, making it easy to conclude that they
are part of the same settlement and thus illegal. However, it
is not implausible that the two agreements took place at or
near the same time because of the opportunity presented by
ongoing litigation-settlement discussions. As Scott Hemphill
puts it, while some side agreements are obviously pretextual,
“not all such settlements are facially absurd. In some cases, the
generic firm has plausible expertise in the subject of the side
deal. It is very difficult to be certain that a deal is collusive
without a deep and complex inquiry into the business judgment of the two drug makers” 50—precisely what makes these
cases so challenging.
This problem too can be cured by a rule that prohibits a
branded company from giving the generic company anything of value at any time within some period of time—say,
three months or six months—before or after a patent settlement. Indeed, that is the rule urged by the Justice Department in its Cipro amicus brief:
If the plaintiff shows that the generic manufacturer withdrew
its challenge to the patent’s validity; that money (or other
consideration serving the same purpose) flowed from the
patent holder to the generic drug firm; and that the payment
accompanied the agreement to withdraw the validity challenge, it has established a prima facie case.51

This would shift the burden to the pharma companies to
prove that there was no nexus between the payment and the
patent settlement. But it is unlikely that many courts will rule
that favorably to the FTC in the foreseeable future, so it will
continue to bear the difficult burden of proving a nexus.
Does that mean the FTC should stop pursuing these cases?
Not necessarily. As the FTC has argued strenuously, these
pay-for-delay deals can cost consumers hundreds of millions
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if not billions of dollars. In fact, in January of this year the
agency released a study by the Bureau of Economics finding
that pay-for-delay deals cost consumers $3.5 billion a year—
a total of $35 billion over the next ten years.52 If there is consumer injury, then the cases should be pursued, and there
does appear to be significant consumer harm.
The complexity of these cases is not necessarily a reason to
drop this key agency initiative, any more than the complexity of some conspiracy cases under Section 1 is a reason not
to proceed with conspiracy cases. For one thing, it is possible that in some cases the parties can be attacked for limiting
competition outside the scope of the patent based on delaying not just the allegedly infringing product but any bioequivalent product regardless of whether it infringes the
claimed patents. (Interestingly, the class plaintiffs in the
Cephalon litigation recently amended their complaint to add
such an allegation.)53 In other cases, it may be relatively easy
to prove a nexus. At the same time, however, the complexity of these cases will almost certainly mean that due to
resource constraints the FTC will bring fewer cases than it
would if these cases involved express payments for delay. 䡵
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