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Branded manufacturers thus have strong incentives to
consider potential legal actions for defending their invest-
ments in franchise drug products, provided there are good-
faith bases to do so. This often takes the form of patent
enforcement lawsuits against prospective generic entrants or
petitions to the FDA to consider scientific and regulatory
matters that bear on whether a proposed generic product
should be deemed bioequivalent and approved for use. Of
course, not all patent enforcement suits or regulatory peti-
tions are successful. Successful or not, the process of resolv-
ing such matters before the FDA or through litigation takes
time, and final FDA approval for generic drugs can be
delayed during the pendency of regulatory or court pro-
ceedings. It is this potential for delay, arguably flowing from
unsuccessful legal and regulatory activities, that gives rise to
follow-on antitrust complaints.

Such governmental petitioning, however, is protected from
antitrust scrutiny by the Noerr-Pennington doctrine, even
where it is specifically motivated by a desire to exclude com-
petition. Accordingly, the types of antitrust cases addressed
here typically are built around allegations designed to fall
within an exception to Noerr-Pennington immunity—most
commonly that the branded manufacturer’s patent enforce-
ment and FDA petitioning activities were a “sham” designed
to delay generic entry solely through legal process, with no
expectation of success on the merits. Such antitrust cases
typically are filed only after the generic drugs in question have
received final FDA approval and have been launched in the
marketplace.3 The standard plaintiff ’s contention is that,
absent the defendant’s alleged sham conduct, FDA approval
and market entry would have occurred earlier, and lower-
priced generic drugs would have been available to consumers
sooner than occurred in the real world. In antitrust terms, the
claim is that the defendant “perpetuated its branded drug
monopoly” by engaging in baseless petitioning, and that this
“exclusionary conduct” is a form of monopolization, action-
able under Section 2 of the Sherman Act. Although only
direct purchasers have standing to seek damages under fed-
eral antitrust law, indirect purchaser claims, usually based on
state antitrust or unfair competition laws, typically mimic the
direct purchaser allegations.

ONE STRIKING TREND IN ANTITRUST
litigation over the last decade has been an explo-
sion in the number of cases challenging alleged
exclusion of generic drugs by branded pharma-
ceutical manufacturers. Quite often today, when

a branded pharmaceutical manufacturer is unsuccessful in
making patent, scientific, or regulatory arguments in oppo-
sition to a prospective generic entrant, the branded manu-
facturer is soon faced with lawsuits brought on behalf of
purported classes of direct and indirect purchasers.1

The stakes in these cases can be enormous, as plaintiffs
routinely seek as compensatory damages a large portion of the
branded manufacturer’s revenues over a multiyear period.
Damage claims often reach into the billions of dollars, even
before trebling and before accounting for inevitable duplica-
tion in claimed injuries to direct and indirect purchasers. In
a number of these cases, the plaintiffs have secured settle-
ments of hundreds of millions of dollars.2

Generic drug manufacturers do not bear the massive costs
of developing pioneer drugs and conducting the clinical tri-
als necessary for a new drug application to the FDA, which
helps to explain why generic drugs typically sell for highly dis-
counted prices. When generic drugs hit the marketplace, the
result in most instances is a large shift in volume from the
branded drug to the less expensive generics. If generic drugs
enter the market before the branded manufacturer recoups
the steep costs of developing a pioneer drug, the considerable
risks and costs associated with innovating and gaining FDA
approval for the branded product may result, in the end, in
a net loss. Because branded manufacturers often plow the
profits from blockbuster drugs into research and development
for new products, a loss in profitability can lead to setbacks
in new drug innovation, which is the core driver of long-term
success for any branded drug-maker.
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Even more than in a typical antitrust class action case,
antitrust suits involving generic drug exclusion claims raise
complexities of proof at virtually every stage. Issues of patent
law, biotechnology, and FDA practice often intersect with
sophisticated issues of economics and antitrust law, present-
ing significant challenges for both the litigating parties and
the courts. In this article, we provide an overview of some of
the difficult issues that can arise in such cases, and then
address a variety of practical considerations.

The Regulatory Backdrop for Branded-Generic
Antitrust Litigation
Under the Food, Drug, and Cosmetic Act, the manufacturer
of a new drug must secure prior regulatory approval from the
FDA, and this process involves filing a New Drug Appli-
cation (NDA) setting forth data concerning the safety and effi-
cacy of the drug.4 In contrast to the extensive process involved
in obtaining new drug approval, an applicant seeking approval
of a generic drug is not required to replicate clinical trials or
defend the efficacy of its product. The Hatch-Waxman Act
permits a generic manufacturer to file an Abbreviated New
Drug Application (ANDA), which must include data show-
ing that the active ingredient of the generic drug is the same
as that of the branded drug, that the generic drug is bioe-
quivalent to the branded drug, and that the proposed label-
ing for the generic product mimics the approved labeling for
the branded drug.5

To protect the branded manufacturer’s ability to enforce its
patents against proposed generic manufacturers, the Hatch-
Waxman Act also provides that the FDA cannot grant final
approval to a generic drug for a specified period of time if the
holder of a relevant patent listed in the FDA’s “Orange Book”
promptly initiates a patent enforcement action against the
ANDA applicant.6 As specified in the Act, this stay of final
FDA approval extends until the earlier of (a) a district court
ruling that the patent is invalid or unenforceable, or (b) thir-
ty months from the date the branded manufacturer is noti-
fied of the ANDA.7 This aspect of the Hatch-Waxman Act is
commonly known as the “thirty-month stay,” and it typical-
ly features prominently in any antitrust suit challenging
branded drug company efforts to block generics through
failed patent enforcement. Although patent cases certainly
can be resolved in less than thirty months, the reality is that
many patent suits are not. Accordingly, in many cases, the
prompt initiation of ANDA-related patent litigation by a
branded-drug manufacturer results in a full thirty-month
stay of final generic drug approval.

The plaintiffs in follow-on antitrust cases routinely argue
that the branded manufacturer filed its patent enforcement
action(s) without any hope of prevailing and solely to trigger
the automatic thirty-month stay. Quite often, at some point
during the pendency of the thirty-month stay, the FDA will
grant conditional, or “tentative,” approval to an ANDA,
because final approval cannot be granted until the expiration
of the stay. In a follow-on antitrust suit, the plaintiffs nor-

mally allege that the patent suit was a sham and caused
actionable delay, measured by the time period between ten-
tative FDA approval and final approval.

Where a branded drug manufacturer files a citizen petition
with the FDA making scientific or regulatory arguments
against generic drug approval, this can also lead to post-
ponements in the final approval of a generic drug, although
a citizen petition does not automatically stay FDA approval.8

The common antitrust plaintiff ’s argument is that the citizen
petition employed objectively baseless arguments that were
designed solely to complicate and delay FDA approval, with-
out any expectation of the FDA finding merit in the positions
presented by the petition. In addressing such claims, courts
have shown some reluctance to delve into the underlying
scientific details, in part because of judicial deference to the
FDA’s administrative expertise and in part because of the
confidentiality and opacity of the agency’s decision-making

process. In addition, because a citizen petition can be more
akin to legislative or executive lobbying than to an adjudica-
tory process, such petitions are arguably entitled to even
broader Noerr-Pennington doctrine immunity than applies to
court proceedings.9

Although follow-on antitrust suits do not in all cases
involve claims of both sham litigation and sham regulatory
filings, many cases do include both elements, and we there-
fore consider this as the paradigm for the types of litigation
addressed below.10

Revisiting Scientific and Regulatory Details in a
Noerr-Pennington Context
Whenever an antitrust plaintiff seeks to establish liability
based on allegations of sham litigation or sham regulatory fil-
ings, the Noerr-Pennington doctrine inevitably comes into
play.11 Under the sham exception to Noerr-Pennington immu-
nity, petitioning conduct in the form of lawsuits and regula-
tory filings can be the subject of antitrust liability, but only
where the plaintiff can show that the challenged petitioning
was both objectively baseless and pursued with a subjective
intent to harm the plaintiff through the legal process itself, as
opposed to a successful outcome on the merits.12 As applied
in the types of follow-on antitrust suits addressed here, the
objective prong of this test asks not whether the branded drug
manufacturer should have prevailed in the underlying patent
suit or regulatory petition, but rather whether the defen-
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dant’s actions lacked any objective basis whatsoever.13 While
a defendant in a follow-on antitrust case need not relitigate
the full merits of the patent and regulatory issues in ques-
tion,14 analysis of such sham claims often draws the litigants
into scientific, patent, and regulatory complexities.

In some cases, the actions or rulings by the underlying
court or agency may be dispositive of the sham issue. For
example, a ruling in an underlying patent case denying a
patent defendant’s motion for attorney’s fees or Rule 11 sanc-
tions can effectively foreclose a subsequent claim that the
patent enforcement action was so objectively baseless as to
constitute a sham.15 If the branded manufacturer’s patent
claims survived a motion for summary judgment in the
underlying case, this too can demonstrate that the patent
claims, while ultimately unsuccessful, were not objectively
baseless.16 On the other hand, some courts have held that
there can be circumstances in which surviving summary
judgment in the underlying patent case does not conclusive-
ly establish that there was an objective basis for the lawsuit.17

By the same token, even where the generic defendant achieves
an early summary judgment victory in the underlying patent
litigation against a branded rival, this does not mean that the
branded firm’s patent suit was objectively baseless.18

Assessing Causation
In any follow-on antitrust suit premised on allegations of
sham petitioning, proving that the challenged petition in
fact was a sham—while exceedingly difficult in most cases—
is just the start. As the Supreme Court has stated, even a
plaintiff who can satisfy Noerr’s sham exception “must still
prove a substantive antitrust violation.”19 One of the more
difficult elements of proof in this context can be causation.

A key causation question is whether, and if so when, the
FDA would have granted final approval to the generic man-
ufacturer’s ANDA absent the allegedly sham petitioning. As
noted above, plaintiffs routinely argue that when the FDA
grants tentative approval to an ANDA during the pendency
of an ongoing patent litigation, this signals that the agency’s
work is done and that final approval is being withheld sole-
ly as a consequence of the Hatch-Waxman stay. Courts have
accepted this interpretation of events in instances in which
final FDA approval was later granted immediately upon the
expiration of the thirty-month stay.20

In other cases, however, the inquiry can be more complex.
For example, in one recent case in which a generic manufac-
turer challenged alleged exclusionary conduct by a branded
rival, the district court dismissed the generic’s claims because
it had yet to obtain FDA approval even though the Hatch-
Waxman stay had long since expired. The court explained
that, in the circumstances, “lack of FDA approval may be a
supervening cause of [the generic manufacturer’s] alleged
market exclusion, thereby undermining the substantive
antitrust elements of causation and antitrust injury.”21

It can be even more difficult to demonstrate causation
where the follow-on antitrust plaintiffs claim that the defen-

dants delayed FDA approval by filing a sham citizen petition
to the FDA. In such cases, the antitrust plaintiffs must
demonstrate not only that some aspect of the petition was
objectively baseless, but also that the baseless aspect of the
petition was the cause of any delay in FDA approval. Dis-
aggregating antitrust injury can be difficult in any case,22 but
even more so where the conduct was the subject of a multi-
faceted, confidential regulatory review process. Where some
aspects of the petition were allegedly groundless and others
were not, it can be a challenge to ascribe any delay to the
allegedly “sham” component of a broader petition. Similarly,
when there is evidence that other parties advocated against
generic approval before the FDA or that the FDA inde-
pendently considered issues beyond the scope of the chal-
lenged citizen petition, a follow-on plaintiff may have diffi-
culty establishing that the defendant’s FDA petitioning was
the cause of delayed drug approval.23 Such difficulties are
amplified by the courts’ reluctance to delve into the decision-
making processes of expert agencies.24

The causation inquiry can be complicated still further
when the follow-on antitrust plaintiffs, as is often the case,
claim that the branded manufacturer’s underlying patent
enforcement actions and FDA regulatory petitioning were
both shams and both contributed to delayed FDA approval
for generic counterparts to the branded drug. For instance,
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one recent case dealt with a fact pattern in which the FDA
granted tentative approval of an ANDA during the thirty-
month Hatch-Waxman stay but then refrained from grant-
ing final approval until the branded firm’s citizen petition
had been fully resolved, more than a year after the Hatch-
Waxman stay was lifted.25 This case was ultimately decided
on other grounds,26 but these facts raise the potential for
complex causation scenarios. If, for instance, the citizen
petition was deemed not to be a sham, a court might con-
clude that any delay in FDA approval arguably attributable
to the separate patent litigation was not actionable, to the
extent that agency consideration of the lawful regulatory
petition was an independent explanation for the timing of
the FDA’s final approval. Although this point goes more to
the Noerr-Pennington analysis than to causation, it bears
noting that lengthy consideration of a citizen petition by the
FDA tends to underscore the substantive merits of the peti-
tion, making it far more difficult to characterize the petition
as a sham.

A follow-on antitrust plaintiff must demonstrate not only
that the generic manufacturer would have received FDA
approval earlier absent the defendant’s challenged conduct,
but also that the allegedly excluded generic manufacturer was
“ready to be a competitor.”27 Particularly where the products
involved are complex and difficult to manufacture in com-
mercial quantities, this element can present yet another sig-
nificant evidentiary hurdle. For example, in one recent case
in which the antitrust plaintiff claimed that a branded-
generic patent settlement delayed entry and unreasonably
harmed competition, the defendants prevailed at trial on the
issue of causation because the plaintiff was unable to estab-
lish that the generic manufacturer was capable of manufac-
turing its product in commercial quantities.28

Scrutinizing Monopoly Power Assertions
There is a significant gulf in pharma-antitrust cases between
the approaches typically advocated by plaintiffs and defen-
dants regarding proof of the relevant market and monopoly
power. Plaintiffs frequently assert that a substantial difference
between pre-entry branded drug prices and the post-entry
generic prices constitutes direct proof that the branded
manufacturer possessed monopoly power obviating the need
either to define relevant markets or to assess the existence of
market power through indirect proof.29 Defendants, in con-
trast, typically argue that a gap between branded and gener-
ic prices would exist even in the absence of market power and
therefore cannot be the basis for any adverse inference.
Defendants therefore argue that, as in most other antitrust
cases, the existence of market power can only be assessed
through the conventional exercise of defining relevant mar-
kets and assessing competitive market conditions.

For example, in In re Remeron Direct Purchaser Antitrust
Litigation, the antitrust plaintiffs argued that “because Orga-
non’s brand name price was much greater than the subse-
quent generic price for mirtazipine, Organon necessarily had

monopoly power prior to generic entry.”30 The court, how-
ever, rejected this argument, explaining that the plaintiffs
had “provide[d] no evidence of excessive price-cost margins
or restricted output but merely rel[ied] on the fact that later
generic manufacturers could enter the market more cheaply
than Remeron’s price in order to establish monopoly
power.”31 The court emphasized that the branded manufac-
turer bore “initial fixed costs (including research, develop-
ment, and the cost of being the first to gain FDA drug
approval)” that were “significantly higher than those of gener-
ic manufacturers.”32 Accordingly, the court concluded that,
to establish market power, “there must be more proof than
just a showing that a brand name drug costs more than a
generic equivalent.”33

Once the court moves to a traditional analysis of market
definition—involving an assessment of the interchangeabil-
ity of use and cross-elasticity of demand among potential sub-
stitute products34—pharma-antitrust cases present addition-
al challenges. In contrast to most industries and products,
where competitive efforts are focused on direct purchasers
and/or end users of the product, competition in pharma-
ceutical markets often is focused on other actors in the chain
of distribution.

Plaintiffs in pharma-antitrust cases frequently argue that
the relevant market should be limited to a branded product
and its generic equivalents because those are the only prod-
ucts that are interchangeable once a physician has prescribed
a particular drug.35 Yet this approach often overlooks sub-
stantial competition among different drugs at multiple lev-
els of distribution before a prescription is written. For exam-
ple, drug manufacturers frequently engage in intense
competition to be listed on formularies of preferred or rec-
ommended drugs that are compiled by managed care organ-
izations (MCOs) or pharmacy benefits managers (PBMs).36

As part of this competition, manufacturers often pay sub-
stantial discounts and rebates to MCOs and PBMs to secure
favorable placement on formularies.37 Accordingly, if the rel-
evant market analysis were focused solely on the level of
product interchangeability after a prescription is written, a
substantial amount of competition—including price com-
petition through rebates and discounts—would be omitted
from the analysis. At a minimum, the possibility of compe-
tition, discounts, and pass-through rebates at different levels
of competition should be taken account in any relevant mar-
ket analysis.

Out-of-Pocket Losses, Damages, and Classwide
Proof of Impact
Assessing whether, and to what extent, antitrust plaintiffs
and absent class members suffered out-of-pocket losses in
pharma-antitrust cases also is a complex exercise. This exer-
cise frequently involves far more than simply multiplying
the price differential between branded and generic drugs by
the volume purchased in the pre-entry period. When one
models the but-for world that actually might have prevailed
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in the absence of the alleged exclusionary conduct, a range of
complexities is revealed.

For example, wholesalers that purchase directly from
branded manufacturers are frequently bypassed, in whole or
in part, by generic manufacturers, which often sell directly to
pharmacies and other downstream customers.38 For this rea-
son, a drug wholesaler’s purchases of the branded drug in the
actual world may not translate one-to-one to the volume of
the generic drug it would have purchased in the but-for
world, because some or all of those sales would have been
made directly by generic manufacturers to downstream pur-
chasers. Accordingly, to calculate damages to a drug whole-
saler, it is necessary to model not only the price it would have
paid in the but-for world, but also the volume of branded and
generic products it would have purchased, including any
drop in volumes created by generic bypass.39

At the indirect purchaser level, there are additional issues
raised by extraordinarily complex chains of distribution and
payment, which may include not only several stages of inter-
mediaries, but also factors affecting price, such as bypass
rebates and pharmacy benefits managers who may or may not
pass through the rebates or discounts they obtain from sup-
pliers. Even when the branded product is priced substantial-
ly higher than its generic equivalent at the supplier level, this
complex chain of distribution and payment can create situ-
ations in which one end user pays a higher price for the gen-
eric than another similarly situated end user paid for the
branded product. In other cases, some end users may be per-
mitted by their insurance plans to pay the same flat co-pay
for both branded and generic drugs. In these circumstances,
it can be difficult for the plaintiffs to demonstrate through
classwide proof that all purchasers of the branded product in
the pre-entry period would have been better off in a but-for
world in which generic drugs were available, as is required for
class certification.40

Practical Considerations
In light of (a) the business needs of branded pharmaceutical
manufacturers, which provide strong incentives to seek all
lawful means to protect patent rights and marketplace posi-
tioning, (b) the uncertain outcomes of patent enforcement
lawsuits and efforts to petition the FDA, and (c) a legal envi-
ronment that provides a strong incentive for plaintiffs’ coun-
sel to pursue class actions whenever a branded manufactur-
er fails in such efforts, branded pharmaceutical manufacturers
should prepare as early as possible for the possibility that
they will become defendants in cases of this nature. Although
no two cases are the same, frequently recurring issues provide
some guideposts to help branded pharmaceutical manufac-
turers prepare for a potential lawsuit of this nature.

First, before filing a patent enforcement lawsuit against a
generic ANDA filer, a branded pharmaceutical manufactur-
er should consider obtaining an opinion letter from outside
patent counsel evaluating the patent and potential non-
infringement and invalidity arguments. The plaintiffs in a fol-

low-on sham litigation case must demonstrate that the under-
lying patent lawsuit was objectively baseless and that it was
subjectively brought not to obtain relief on the merits, but to
use the judicial process as a weapon without regard to success
on the merits. Accordingly, an opinion letter from outside
patent counsel can be useful for the defense of a follow-on
antitrust suit in some circumstances. Of course, decisions
about whether to obtain such a pre-suit opinion and whether
later to produce such privileged communications must be
made with great care, considering the particular circum-
stances of the case and the potential for a broader waiver of
the attorney-client privilege.

Second, while litigating an ANDA-related patent enforce-
ment suit, it is important to recognize that the suit could
become the subject of a follow-on antitrust action. Patent
counsel should proceed with an awareness that strategic deci-
sions in the underlying patent lawsuit—such as a decision to
present (or not present) a particular witness or argument—
may later be construed by antitrust plaintiffs to support a
claim that the lawsuit was a sham. Similarly, patent counsel
should be mindful of the potential for their internal work
product and privileged client communications to be turned
over to the plaintiffs’ counsel and/or the court in a follow-
on antitrust case, either as a result of a waiver of privilege
(producing an opinion letter from outside counsel, as dis-
cussed above, may result in a limited or broader waiver of
privilege depending on the circumstances) or as the conse-
quence of a plaintiff ’s motion to pierce the privilege (such
motions, while rarely granted, are commonly pursued by
antitrust plaintiffs alleging sham petitioning). The very pos-
sibility of privileged communications becoming key evidence
in a follow-on antitrust suit should serve as a sobering
reminder to patent and regulatory counsel to avoid placing
in writing anything that could later be misinterpreted to the
detriment of their client.

Third, patent litigation counsel should be aware that non-
privileged documents created in the course of litigation may
be discoverable in a follow-on antitrust case, even if they are
not discoverable in the underlying patent case. Specifically,
the parties in a patent case frequently agree that communi-
cations with testifying experts, draft expert reports, and other
such documents are not discoverable in the patent case. Such
materials, however, may become discoverable in a follow-
on antitrust case. In this regard, patent counsel should be vig-
ilant to avoid any communications with expert witnesses
that could be misconstrued in a manner that might under-
mine the expert’s views and opinions.

Fourth, patent litigation counsel should be cognizant of lit-
igating the underlying patent suit in a manner that cannot
later be characterized as an attempt to delay the suit’s resolu-
tion for the purpose of extending the length of the Hatch-
Waxman stay. For example, patent counsel should serve dis-
covery promptly and, where possible, avoid any unilateral
motions for extensions of the case schedule. Antitrust plain-
tiffs may argue, after the fact, that conduct they characterize
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as “delay tactics” reinforces their argument that the focus of
the litigation was on something other than legitimate enforce-
ment of patent rights and adjudication on the merits. Similar
considerations should lead regulatory counsel to proceed effi-
ciently in any dealings with FDA staff in the context of
agency review of a citizen petition.

Fifth, a branded pharmaceutical manufacturer should con-
tinue to evaluate the merits of a patent lawsuit as the case pro-
gresses. Antitrust plaintiffs sometimes argue that a lawsuit
that is continued in bad faith becomes actionable as a sham,
even if there was an objective basis for the claims at the time
the lawsuit was initiated. In addition, courts have recognized
that it can be difficult to evaluate the merits of a patent law-
suit within the forty-five days within which such a lawsuit
must be filed to trigger the thirty-month Hatch-Waxman
stay. Courts have thus acknowledged that a willingness to dis-
continue litigation when it becomes clear that a lawsuit has
no reasonable prospect of success can weigh against a claim
of sham litigation.41

Sixth, a branded manufacturer should preserve a record of
its evidence supporting (a) its objective basis for any argu-
ments made to the FDA, and (b) any factual assertions made

to the FDA in connection with a citizen petition. In addition,
the branded manufacturer should consider carefully the tim-
ing of the citizen petition, as antitrust plaintiffs routinely
attempt to use the timing of citizen petitions, including any
perceived delay in its filing relative to the filing of the ANDA,
to raise questions about the underlying merits of the filing
and the motivations of the filer.

Finally, even if no ANDAs have been filed and no litiga-
tion or FDA petitioning is on the horizon, a branded man-
ufacturer should review its customer contracts and marketing
practices with counsel familiar with the nuances of pharma-
antitrust class action cases. For example, claims on behalf of
direct purchaser classes are frequently pursued by down-
stream purchasers by virtue of an assignment from a direct
purchaser. In such situations, anti-assignment clauses in the
sales agreements with direct purchasers have been held to be
a basis for dismissal of the claims brought by an assignee.42 In
addition, a branded manufacturer should consider whether
to adopt arbitration provisions in its sales contracts. Such rel-
atively simple changes to distribution contracts can have a sig-
nificant impact on high-stakes antitrust litigation.�

1 See e.g., In re DDAVP Direct Purchaser Antitrust Litig., 585 F.3d 677 (2d Cir.
2009) (challenging Orange Book listing, prosecution of patent infringement
action, and filing of FDA citizen petition); In re Tamoxifen Citrate Antitrust
Litig., 429 F.3d 370 (2d Cir. 2005) (challenging settlement agreements
between branded and generic manufacturers); In re Neurontin Antitrust
Litig., Nos. 02-1390, 02-1830, 02-2731, 02-5583, 2009 U.S. Dist. LEXIS
77475 (D.N.J. Aug. 28, 2009) (challenging Orange Book listings and pros-
ecution of patent infringement actions); In re Wellbutrin XL Antitrust Litig.,
No. 08-2431, 2009 U.S. Dist. LEXIS 21286 (E.D. Pa. Mar. 16, 2009) (chal-
lenging prosecution of patent infringement actions and filing of FDA citizen
petition); In re K-Dur Antitrust Litig., No. 01-1652, 2009 U.S. Dist. LEXIS
11756 (D.N.J. Feb. 4, 2009) (challenging settlement agreement between
branded and generic manufacturers); Meijer, Inc. v. Barr Pharms. Inc., 572
F. Supp. 2d 38 (D.D.C. 2008) (challenging settlement agreements between
branded and generic manufacturers); La. Wholesale Drug Co. v. Sanofi-
Aventis, No. 07-7343, 2008 U.S. Dist. LEXIS 81328 (S.D.N.Y. Oct. 14,
2008) (challenging filing of FDA citizen petition); In re Wellbutrin SR Direct
Purchaser Antitrust Litig., No. 04-5525, 2008 U.S. Dist. LEXIS 36719 (E.D.
Pa. May 2, 2008) (challenging prosecution of patent infringement actions);
In re Ciprofloxacin Hydrochloride Antitrust Litig., 363 F. Supp. 2d 514
(E.D.N.Y. 2005) (challenging settlement agreements between branded and
generic manufacturers); In re Terazosin Hydrochloride Antitrust Litig., No.
99-1317, 2005 U.S. Dist. LEXIS 108 (S.D. Fla. Jan. 5, 2005) (challenging
settlement agreement between branded and generic manufacturers); In re
Relafen Antitrust Litig., 346 F. Supp. 2d 349 (D. Mass. 2004) (challenging
prosecution of patent infringement actions); and In re Remeron Antitrust
Litig., 335 F. Supp. 2d 522 (D.N.J. 2004) (challenging Orange Book listing
and prosecution of patent infringement actions).

2 For example, settlements with classes of direct purchasers and indirect pur-
chasers in In re Buspirone Antitrust Litigation, MDL No. 1413 (S.D.N.Y.), and
In re Relafen Antitrust Litigation, No. 01-122349 (D. Mass.), totaled $535
million and $250 million, respectively.

3 In light of the uncertainty of the FDA drug approval process, an antitrust law-
suit is subject to dismissal for lack of ripeness if it is filed before a gener-
ic product receives final FDA approval. This is particularly the case where
the antitrust plaintiff challenges an FDA citizen petition as a sham. See, e.g.,

Aventis Pharma S.A. v. Amphastar Pharms, Inc., No. 03-00887, slip op. at
22 (C.D. Cal. Feb. 17, 2009) (order granting motion to dismiss).

4 21 U.S.C. § 355(b)(1).
5 21 U.S.C. § 355(j)(2)(A)(ii).
6 The ANDA must include a certification regarding the applicant’s position with

respect to any patents for the pioneer drug that are listed in the Orange
Book. A certification stating that the patents for the pioneer drug are invalid
or will not be infringed by the proposed generic manufacturer’s product is
known as a “Paragraph IV Certification.” Upon receipt of a Paragraph IV
Certification, a patent holder must file a patent infringement lawsuit within
forty-five days of receipt of the certification to trigger the automatic thirty-
month stay. See 21 U.S.C. § 355(j)(5)(B)(iii). If a patent holder misses the
forty-five-day deadline, it cannot bring an infringement suit immediately
upon filing of the ANDA, but must wait until the generic drug is sold com-
mercially.

7 21 U.S.C. § 355(j)(5)(B)(iii).
8 Any person may try to affect FDA action by filing a citizen petition, which is

expressly permitted by FDA regulations. 21 C.F.R. § 10.30(a). While the fil-
ing of a citizen petition does not automatically stay FDA approval of an
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