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A quarter century ago, Congress fundamentally changed the way the Food
and Drug Administration approves pharmaceuticals for the market. The
Hatch-Waxman Act gave additional protection to the inventors of new drugs,
both by lengthening patent terms and by providing guaranteed periods of data
exclusivity.! In exchange, Hatch-Waxman made it easier for generic drug
manufacturers to enter the market with a copy of the drug, either by waiting
until the patent expires or by challenging weak patents. To encourage generic
manufacturers to identify and challenge weak patents, Hatch-Waxman offered
a sort of quasi-exclusive right to the generic challenger. The first generic man-
ufacturer to file for approval with the FDA, with caveats discussed below, is
entitled to 180 days of “generic exclusivity” when it first enters the market.
During that period, other generic drug makers are prohibited from entering the
market. The point was to offer a carrot, encouraging generic firms to chal-
lenge and invalidate bad patents (or invent around them) early and often, and
accordingly get generic drugs on the market earlier.?
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Neukom Professor, Stanford Law School. We thank Mike Carrier, Tom Cotter, Einer Elhauge,
Al Engelberg, Robin Feldman, Rose Hagan, Michael Kades, Elizabeth Leff, Christopher Leslie,
Andreas Reindl, Steve Shadowen, Danny Sokol, Shashank Upadhye, and audiences at Brooklyn,
Loyola of Los Angeles, and the annual conferences of the Association of American Law Schools
and the American Law and Economics Association, for helpful discussion and comments. Taylor
Kirklin, Annie Liang, Tejas Narechania, and Lenny Traps provided outstanding research assis-
tance. Professor Hemphill has served as a consultant to the FTC on antitrust issues in the phar-
maceutical industry, and Professor Lemley represented Impax, an antitrust plaintiff in Abbott
Labs. v. Impax Labs., a case discussed infra.

! Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98-417, 98
Stat. 1585 (1984) (codified as amended in scattered sections of 15, 21, 35, and 42 U.S.C.). In
2003, Congress amended this scheme in Title XI of the Medicare Prescription Drug, Improve-
ment, and Modernization Act of 2003, Pub. L. No. 108-173, tit. XI, subtits. A—B, 117 Stat. 2066,
2448-64 (codified at 21 U.S.C. § 355 (2006)).

2 See, e.g., FDA, Effective Date of Approval of an Abbreviated New Drug Application, 63
Fed. Reg. 59,710, 59,711 (Nov. 5, 1998) (180-day period “created as an incentive to generic

947

77 Antitrust Law Journal No. 3 (2011). Copyright 2011 American Bar Association.
Reproduced by permission. All rights reserved. This information or any portion thereof may
not be copied or disseminated in any form or by any means or downloaded or stored in an
electronic database or retrieval system without the express written consent of the American
Bar Association.



948 ANTITRUST LAW JOURNAL [Vol. 77

It isn’t working. Pharmaceutical patent owners have responded to Hatch-
Waxman with a sophisticated program of “product lifecycle management,”
which is code for finding ways to extend exclusivity as long as possible. They
have filed multiple patents on variants of the same drug, listed patents with
the FDA that don’t cover the product, taken advantage of litigation rules to
stay generic entry, and “product-hopped” (made small changes to a product
timed to prevent generic entry). Most of all, they have paid their potential
generic competitors to abandon their challenges, keeping weak patents intact
and preventing competition.

Prior scholarship has focused on exclusion payments and lifecycle manage-
ment as efforts driven by the patent owner. In fact, however, it is not just
patent owners but generic pharmaceutical companies that have incentives to
game the Hatch-Waxman Act. “Reverse” or “exclusion” payments to settle
pharmaceutical patent lawsuits are facilitated because the Hatch-Waxman Act
has been interpreted to give 180 days of generic exclusivity to the first generic
company to file for FDA approval, whether or not that company succeeds in
invalidating the patent or finding a way to avoid infringement. As a result, the
patentee can “buy off” the first generic entrant, paying it to delay entry into
the market. Meanwhile, the generic firm retains the valuable period of exclu-
sivity.? If that first generic is entitled to its 180 days, no one else can enter
until after the exclusivity period has expired or been forfeited.* Moreover, the

manufacturers to challenge patents that may be invalid, not infringed, or unenforceable”); Caraco
Pharm. Labs., Ltd. v. Forest Labs., Ltd., 527 F.3d 1278, 1283 (Fed. Cir. 2008) (point of 180-day
period is “to incentivize ANDA filers to challenge the validity of listed patents or design around
those patents as early as possible”); Teva Pharm. Indus. v. Crawford, 410 F.3d 51, 53-54 (D.C.
Cir. 2005) (noting that Congress “clearly” “intended to create an incentive to challenge brand-
drug patents” by means of the 180-day period); Sandoz, Inc. v. FDA, 439 F. Supp. 2d 26, 29,
33-34 (D.D.C. 2006) (“Congress . . . provid[ed] first-filers with a 180-day exclusivity period in
order to reward their risk-taking and encourage further patent challenges in the future.”); S. REp.
No. 107-167, at 4 (2002) (generic drug makers “are encouraged to challenge weak or invalid
patents . . . so consumers can enjoy lower drug prices” by means of the 180-day period); 149
Cona. REc. S16,104 (daily ed. Dec. 9, 2003) (statement of Sen. Orrin Hatch) (“The 180-day
marketing exclusivity rules were first enacted as part of the Waxman-Hatch Act. The policy
behind these provisions is to benefit the public by creating an atmosphere that ensures vigorous
challenges of the patents held by innovator drug firms.”); 149 Conc. Rec. S15,882, S15,884
(daily ed. Nov. 25, 2003) (statement of Sen. Ted Kennedy) (180-day period “encourages generic
companies to challenge patents that are likely invalid or not infringed and, because it goes to the
first generic applicant to challenge a brand-name drug patent, it encourages challenges of those
patents as soon as possible”).

3 Generics often make more than half of their total profits on a drug during the period of
generic exclusivity. “In general, most generic drug companies estimate that 60% to 80% of their
potential profit for any one product is made during this exclusivity period.” Daniel F. Coughlin
& Rochelle A. Dede, Hatch-Waxman Game-Playing from a Generic Manufacturer Perspective,
25 BiotecH. L. Rep. 525, 525-26 (2006). See also MARTIN A. VOET, THE GENERIC CHALLENGE:
UNDERSTANDING PATENTS, FDA AND PHARMACEUTICAL LIFE-CYCLE MANAGEMENT 61 (2005)
(stating that the 180-day period often provides the majority of total profits).

4 This description applies to drugs with “new ANDAs”—that is, drugs whose first ANDA
with a Paragraph IV certification was filed after December 8, 2003. (Paragraph IV certifications,
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chance to lock in the benefits of exclusivity, rather than risking its loss in
patent litigation, encourages the generic firm to enter into settlements that are
bad for consumers.

The result is that the 180-day exclusivity period is not serving its purpose
of eliminating weak patents. True, it is encouraging lots of challenges to those
patents. But it is also encouraging the challengers to accept compensation to
drop those challenges, rather than taking them to judgment and benefiting the
rest of society.

To be sure, many of these “lifecycle management” strategies have been
challenged as violations of antitrust law. The results have been mixed. As we
explain below, antitrust challenges have arguably succeeded in curbing certain
types of behavior, but have been less successful, at least thus far, in curbing
anticompetitive settlements. Meanwhile, a large literature has accumulated
that considers the appropriate treatment of various tactics under existing anti-
trust law or else evaluates the merits of new antitrust prohibitions to fill in the

gaps.’

Our approach is different. We focus on the other side of the coin—the way
a generic’s incentives contribute to the anticompetitive misuse of Hatch-Wax-
man. We propose to resolve competition concerns related to anticompetitive
effects of settlements by focusing on the Hatch-Waxman statutory scheme
itself. Under our proposal, the first generic would be entitled to the 180-day
exclusivity period only if it successfully defeats the patent owner (for exam-
ple, by invalidating the patent or by proving that it did not infringe that pat-
ent), obtains a settlement that permits entry without delay, or can enter the
market without delay because the patent holder does not sue for infringement.
After all, the point of 180-day exclusivity was to encourage challenges to
patents because the invalidation of bad patents benefits society as a whole.¢
Society doesn’t benefit from a private deal to drop a challenge that has the
effect of limiting competition. That doesn’t mean settlement is never a good
idea; it is a commonplace in our legal system. But it seems bizarre to insulate
a company from competition just because it settles the case. Indeed, we expect

and other technical details of the Hatch-Waxman procedure, are explained infra.) For old
ANDAs, the relevant event is the triggering of the first filer’s exclusivity, rather than forfeiture.

5 See, e.g., sources cited infra notes 54 & 61.

6 See, e.g., Lear, Inc. v. Adkins, 395 U.S. 653, 670 (1969) (emphasizing the “public interest
in permitting full and free competition in the use of ideas,” and holding that a licensee was not
estopped from attacking patent validity); Wembley, Inc. v. Superba Cravats, Inc., 315 F.2d 87,
89 (2d Cir. 1963) (quoting Hand, J., Bresnick v. U.S. Vitamin Corp., 139 F.2d 239, 242 (2d Cir.
1943)) (noting the potential “scarecrow’ effect of an invalid patent, even where not litigated, on
potential entrants); Christopher R. Leslie, The Anticompetitive Effects of Unenforced Invalid Pat-
ents, 91 MinN. L. Rev. 101, 113-39 (2006) (analyzing the mechanism and consequences of this
scarecrow effect).
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that our proposal, if implemented, would facilitate more rational settlements
that accurately reflect the likelihood of success in litigation.

We believe that our proposal could be implemented without any legislative
action, for example, by the FDA in interpreting the Hatch-Waxman Act. The
FDA took a similar view in the 1990s, under different statutory language, but
the D.C. Circuit held that the statute did not support it.” It also could be imple-
mented by the Federal Trade Commission using its enforcement powers under
Section 5 of the FTC Act. Alternatively, we propose a simple change to the
statute that would have the desired effect of limiting 180-day exclusivity to
those who have earned it. Doing so will not solve every threat to competition
in the pharmaceutical industry, but it will make a significant start.

To be clear, we do not oppose settlements that simply divide the remaining
patent term by choosing a date at which the generic firm may enter.® The
problem arises when, in addition to dividing the term, the generic firm retains
eligibility for the exclusivity period. Courts are in broad agreement that re-
tained exclusivity is troubling even as they disagree about the antitrust treat-
ment of cash payments in exchange for delayed entry.® Even those who think
cash payments for delay pose no antitrust problem should be concerned about
the bad consequences of retained exclusivity. Moreover, existing critiques and
defenses of settlement tend to ignore the specific legal impediments and eco-
nomic disincentives to early generic entry that are created by retained
exclusivity.'®

We provide the background of the Hatch-Waxman Act in Part 1. In Part II,
we discuss the ways patent owners have circumvented the purpose of the stat-
ute, the various efforts—principally as a matter of antitrust—that courts,
agencies, and Congress have made to close those loopholes, and why they
haven’t solved the problem. Part III sets out our basic proposal. Part IV con-
siders the effects of requiring generic challengers to earn their exclusivity and

7 As explained infra, our approach is more generous than the FDA’s successful defense re-
quirement in significant respects. For example, we would grant exclusivity where a first-filing
generic firm is never sued and therefore permitted to enter the market immediately.

8 See, e.g., C. Scott Hemphill, Collusive and Exclusive Settlements of Intellectual Property
Litigation, 2010 CoLum. Bus. L. Rev. 685, 703 (endorsing term-division settlements as properly
reflecting the inherent strength of the patent); Herbert Hovenkamp et al., Anticompetitive Settle-
ment of Intellectual Property Disputes, 87 MiINN. L. Rev. 1719, 1762 (2003) (same).

9 See, e.g., In re Ciprofloxacin Hydrochloride Antitrust Litig., 544 F.3d 1323, 1336 (Fed. Cir.
2008); In re Tamoxifen Citrate Antitrust Litig., 466 F.3d 187, 215 (2d Cir. 2006); Valley Drug
Co. v. Geneva Pharms., 344 F.3d 1295, 1306 n.18 (11th Cir. 2003); In re Cardizem CD Antitrust
Litig., 332 F.3d 896, 907-08 (6th Cir. 2003); King Drug Co. of Florence, Inc. v. Cephalon, Inc.,
702 F. Supp. 2d 514, 534, 535-36 (E.D. Pa. 2010). Indeed, even pharmaceutical companies
defending the legality of exclusion payments have pointed to the retained exclusivity aspect of
Cardizem as a reason to distinguish it from other kinds of pay-for-delay cases.

10 Some early pay-for-delay settlements arose while the FDA gave exclusivity only to those
who successfully defended a suit. In those cases, retained 180-day exclusivity was not an issue.
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some possible objections to the proposal. Part V examines how earned exclu-
sivity compares to other suggested changes to the statutory scheme.

I. THE HATCH-WAXMAN ACT AND GENERIC CHALLENGES

A. PARAGRAPH IV CHALLENGES

Generic drug challenges target brand-name drugs that are already on the
market. Under federal law, a brand-name firm must demonstrate that a new
drug is safe and effective before the FDA will approve it for marketing. Mak-
ing that demonstration as part of a so-called New Drug Application (NDA) is
a lengthy, expensive process, consuming years and many millions of dollars
to conduct the necessary clinical trials.!!

Once the brand-name firm places a new drug on the market, a generic firm
may seek to market a competing, “therapeutically equivalent” version of the
same drug by filing an Abbreviated New Drug Application, or ANDA, with
the FDA. The generic firm must demonstrate that its proposed drug is “bioe-
quivalent” to the brand-name drug—that it uses the same active ingredient,
and will be absorbed by the body at the same rate and to the same extent as
the brand-name drug.'”? New clinical trials, however, are not required. An
ANDA costs around $1 million to prepare.'?

Most new drugs are protected by one or more patents. Those patents are
listed by the brand-name firm in an FDA document commonly known as the

11 Joseph A. DiMasi et al., The Price of Innovation: New Estimates of Drug Development
Costs, 22 J. HEaLTH Econ. 151 (2003) (estimating that the costs of clinical tests constitute more
than half the total cost of drug development). See id. at 162 tbl.1, 165 (estimating out-of-pocket
costs of $130 million per successful drug, which rises to $467 million if an estimate of the cost of
failure is attributed to the successes and applying an 11 percent discount rate to the later outlays);
id. at 166 (separately estimating out-of-pocket and capitalized preclinical costs to be $121 mil-
lion and $355 million respectively). Other cost estimates for the entire drug discovery and devel-
opment process range from $110 million to $500 million; the latter is an industry figure.
Compare Prescription Drug Coverage, Hearing Before the S. Comm. on Fin., 106th Cong., 2000
WL 310076 (Mar. 22, 2000) (testimony of Alan F. Holmer, President and Chief Executive Of-
fice, Pharm. Research & Mfrs. of America Comm. on Fin.) (“On average, it takes 12 to 15 years
and $500 million to develop a new drug and bring it to market.”), with Pub. Citizen, Rebuttals to
PhRMA Responses to the Public Citizen Report, “Rx R&D Myths: The Case Against the Drug
Industry’s ‘Scare Card,”” http://www.citizen.org/congress/reform/drug_industry/corporate/arti-
cles.cfm?ID=6514 (criticizing industry estimates and offering the lower figure).

1221 U.S.C. § 355(G)(8)(B). The applicant must also demonstrate that the generic drug con-
tains the same conditions of use, route of administration, dosage form, strength, and labeling.
§ 355()2)(A).

13 See Requirements for Submission of In Vivo Bioequivalence Data; Proposed Rule, 68 Fed.
Reg. 61,640, 61,645 (Oct. 29, 2003) (reporting estimates of ANDA preparation and filing costs
between $300,000 and $1 million).
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Orange Book.'* The generic firm, faced with this array of patents, may choose
not to challenge any patents, in which case the FDA delays ANDA approval
until expiration of the last listed patent.

In many cases, however, the generic firm attempts to enter prior to the
expiration of the brand-name patents. A generic firm seeking pre-expiration
entry files an ANDA containing a ‘“Paragraph IV” certification, asserting that
applicable patents are invalid or not infringed by the proposed generic prod-
uct.’> The filing of such an ANDA is an act of patent infringement.'® In re-
sponse to the ANDA, the brand-name firm may file a patent infringement suit
to establish validity and infringement. ANDA-based patent litigation has a
special feature, an automatic statutory stay that blocks FDA approval of the
generic drug while the litigation is pending for up to thirty months.!” This
pattern—launch, challenge, sue—is frequent for major drugs, and it has be-
come the norm for the top-selling drugs.'® Litigation raises the expense of a
Paragraph IV challenge to $10 million or more."

Once multiple generic firms enter the market, prices fall, often dramati-
cally. Consider the case of simvastatin, a blockbuster treatment for high cho-
lesterol sold under the brand name Zocor. The first generic firm received
approval in June 2006. By early 2007, a month’s worth of generic simvastatin
sold for as little as $7, compared to more than $150 for Zocor.?® As prices fall,
quantities may increase too. In the eighteen months after the arrival of generic
simvastatin, for example, prescriptions increased by more than 70 percent.?!

14 The official name is the Approved Drug Products with Therapeutic Equivalence Evalua-
tions. The Orange Book also lists, for each brand-name drug, any unexpired regulatory exclusiv-
ity and approved therapeutically equivalent generic drugs.

1521 U.S.C. §355G)(2)(A)(vii)(IV). There are three alternative certifications, called
Paragraphs I, II, and III. See § 355(j)(2)(A)(vii)(I)—(III). Except where otherwise noted, we limit
our attention to ANDAs with Paragraph IV certifications.

1635 U.S.C. § 271(e)(2)(A).

17.§ 355()(5)(B)(iii). The stay takes effect provided that the brand-name firm files suit within
forty-five days of receiving notice of the certification. Receipt of notice starts the thirty-month
clock, so the maximum duration of the stay is generally slightly less than thirty months. Under
certain special circumstances, the stay lasts for more than thirty months.

18 C. Scott Hemphill & Bhaven N. Sampat, When Do Generics Challenge Drug Patents?, 8 J.
EmpIrICAL LEGAL STUD. 613 (forthcoming 2011), available at http://ssrn.com/abstract=1640512.

19 Marc Goodman et al., Quantifying the Impact from Authorized Generics 9 (Morgan Stanley
Research Report 2004). Nonetheless, challenging patents frequently pays quite handsomely, ei-
ther in profits from sales in the market or in the form of reverse payments to stay out of the
market.

20 Sarah Rubenstein, Why Generic Doesn’t Always Mean Cheap, WaLL St. J., Mar. 13, 2007,
at D1 (reporting $154.99 retail price for thirty tablets of 20-mg dose of Zocor at CVS, compared
to $6.97 for simvastatin at Sam’s Club). The average retail price during this period was higher
because some retail outlets charged much more than $6.97. Id.

2l Murray Aitken, Ernst R. Berndt & David M. Cutler, Prescription Drug Spending Trends in
the United States: Looking Beyond the Turning Point, 28 HEALTH AFF., w151, w156-w158, exh.
5 (2009) (reporting increase from 2.8 million to 4.8 million annual prescriptions).
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B. Tue 180-Day ExcLusiviTy PEriOD

Generic firms have a special incentive to challenge a patent, particularly
patents that are likely to be invalid or not infringed. That is due to a second
special feature of the Hatch-Waxman regime: The first generic firm to file an
ANDA is entitled, upon FDA approval, to a 180-day exclusive right to market
its product in competition with the brand-name firm before other generic
firms may enter. This exclusivity period provides a bounty to generic firms
that incur the costs of Paragraph IV challenges and helps to overcome a col-
lective action problem in challenging patents, since a successful invalidity
challenge can be exploited by other generic drug makers.?

The bounty is a quasi-exclusive right for generic firms. Like a patent, the
exclusivity period is a profitable source of exclusion of competitors. During
the 180-day period, only the first generic and the brand-name firm are in the
market.”? For many drugs, the exclusivity period offers the majority of the
profits available to the generic firm, since profits fall sharply once other ge-
neric firms enter the market.?* In some cases, the falloff in sales can be ex-
treme.? Often, the exclusivity period also provides a head-start in signing up
customers that carries over after exclusivity expires and other firms enter.?

From a social welfare perspective, there are two effects that may offset the benefits discussed
in the text. First, the quantity of other drugs in the same class may fall. For example, in the case
of Zocor, the quantity of another cholesterol-lowering drug, Lipitor, fell as simvastatin use in-
creased. Id. Second, brand-name drug makers reduce marketing in response to generic entry,
which reduces utilization. See Frank R. Lichtenberg & Gautier Duflos, The Effect of Patent
Expiration on U.S. Drug Prices, Marketing, and Utilization by the Public (Manhattan Inst. for
Policy Research, Medical Progress Report No. 11, Oct. 2009), available at http://www.manhat-
tan-institute.org/html/mpr_11.htm; Darius Lakdawalla et al., Intellectual Property and Marketing
(Nat’l Bureau of Econ. Research Working Paper No. 12577, 2006). Cf. Gideon Parchomovsky &
Peter Siegelman, Towards an Integrated Theory of Intellectual Property, 88 Va. L. REv. 1455,
1516-17 (2002) (observing that brand-name drug makers sometimes raise prices upon generic
entry, relying on the brand to drive a few sales at the higher price).

22 Blonder-Tongue Labs., Inc. v. Univ. of Ill. Found., 402 U.S. 313, 349 (1971); Joseph Scott
Miller, Building a Better Bounty: Litigation-Stage Rewards for Defeating Patents, 19 BERKELEY
Tech. LJ. 667, 687-88 (2004) (recognizing public-good characteristic of patent challenges);
Joseph Farrell & Robert P. Merges, Incentives to Challenge and Defend Patents: Why Litigation
Won’t Reliably Fix Patent Office Errors and Why Administrative Patent Review Might Help, 19
BerkELEY TEcH. L.J. 943, 952 (2004) (similar); John R. Thomas, Collusion and Collective Ac-
tion in the Patent System: A Proposal for Patent Bounties, 2001 U. ILL. L. Rev. 305, 333 (simi-
lar). Noninfringement claims are more complicated, because they may be specific to the strategy
pursued by a particular generic firm.

23 As discussed infra, in some cases the brand-name firm also authorizes an additional generic
firm, using the brand-name firm’s own product approval, as an additional competitor.

24 See supra note 3.

25 Gardiner Harris & Joanna Slater, Bitter Pills: Drug Makers See “Branded Generics” Eating
into Profits, WaLL St. J., Apr. 17, 2003, at Al (reporting that Barr’s generic version of Prozac
had revenue of $366 million during the 180-day period, and $4 million in subsequent six
months).

26 VOET, supra note 3, at 61 (noting that generic firm that enjoys exclusivity often maintains a
majority of sales even once the other firms enter).
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These profits come at the expense of higher prices for consumers. During
the exclusivity period, the price discount from monopoly is slight. The FDA
has estimated an average price discount of just 6 percent when there is only
one generic manufacturer competing with the brand-name firm.?” In the case
of Zocor, the difference in retail prices between the brand-name drug and the
exclusive generic was about 10 percent.?® The entry of additional competitors
reduces the price sharply, and the more generic competitors, the lower the
price.?

The lessons of patent policy apply to the generic firm’s quasi-exclusivity.
One of these lessons is that legal exclusivity ought to be doled out only where
it can be expected to induce desirable behavior. Otherwise, the public will
suffer high prices and deadweight loss from exclusion, without any compen-
sating benefit from the induced behavior. In the case of patents, that means
granting a patent where the prospect of exclusivity will induce socially valua-
ble R&D into developing new drugs.’ In the case of generic-firm quasi-exclu-
sivity, we would like to design the exclusive right so that it is limited to
situations where the generic drug maker is doing something that merits a
reward.

In the early years of the Hatch-Waxman Act, the FDA applied this lesson in
restricting the availability of the generic exclusivity. In particular, the agency
awarded quasi-exclusivity only to generic drug makers that “successfully de-
fended” a patent suit. In other words, to win the bounty, a generic drug maker
had to file a Paragraph IV certification, be sued by the brand-name firm, and
win the subsequent suit. If the generic drug maker settled the case in a manner
that delayed entry, or was never sued, no exclusivity was awarded. During

27 Food & Drug Admin., Generic Competition and Drug Prices (Mar. 3, 2010), http://www.
fda.gov/AboutFDA/CentersOffices/CDER/ucm129385.htm. The FDA analyzed retail sales data
for drugs sold between 1999 and 2004. They found that in markets with a single generic drug
maker, the relative price of the generic firm was 94 percent of the brand-name firm.

28 Shannon Pettypiece & Justin Blum, Merck’s Zocor Gets Additional Generic Competition,
BroomBERG NEws, Dec. 27, 2006 (noting, at the end of the exclusivity period, that 20-milligram
Zocor sold for $4.53 per pill, compared to $4.16 for Teva’s generic version).

29 According to the FDA’s calculations, for markets with two generic drug makers the relative
price fell to 52 percent, and with five generic drug makers to 33 percent, of the brand price. See
supra note 27. The price continued to fall with additional drug makers. See also Ernst R. Berndt
et al., Authorized Generic Drugs, Price Competition, and Consumers’ Welfare, 26 HEALTH AFF.
790, 792-93, exh.1 (2007) (finding, for a set of drugs experiencing generic entry between 1999
and 2003, that as number of generic firms rises, price falls to 25 percent of brand-name price or
less).

30 For scholarly research questioning whether the current patent and regulatory rules actually
encourage the development of new drugs, as opposed to incremental changes in existing drugs,
see Ron A. Bouchard et al., The Pas de Deux of Pharmaceutical Regulation and Innovation:
Who’s Leading Whom?, 24 BErkeLEY TecH. L.J. 1461 (2009).
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this period, awards of exclusivity were rare. The FDA awarded the bounty just
three times between 1984 and 1998, all of them before 1992.3!

In 1998, the courts rejected this limitation on generic exclusivity as an im-
permissible interpretation of the Act’s text,*? and the FDA changed its inter-
pretation accordingly.?? Since 1998, a first-to-file generic drug maker has been
eligible for the bounty provided that it does not lose the patent suit, even if it
never actually wins the patent litigation. Indeed, it may earn the exclusivity
even if it was never sued, so long as it was the first to file an ANDA.

Zocor again provides a useful illustration. The generic challenger did not
challenge the basic composition of matter patent, but did file Paragraph IV
certifications challenging two additional ancillary patents that the brand-name
firm had listed on the Orange Book. The brand-name firm declined to sue on
those ancillary patents, which expired later than the basic patent. The FDA
approved the generic product upon the expiration of the basic patent, and
awarded exclusivity thanks to the Paragraph IV certification on the other two
patents.?* Although the generic firm did not invalidate any patent through liti-
gation, the generic firm enjoyed the bounty. We return to the difficult question
of no-litigation awards of exclusivity in the analysis below.

31 These awards were for generic versions of Maxzide (ANDA #71-360 of Vitarine, exclusiv-
ity expiring in April 1988), Flexeril (ANDA #71-611, Watson, November 1989), and Procardia
(ANDA #72-409, Chase, March 1991). Exclusivity awards are recorded in old versions of the
Orange Book, collected and furnished by Bhaven Sampat. See also FEp. TRADE Comm’N, GE-
NERIC DRUG ENTRY PRIOR TO PATENT ExPIRATION Vi (2002) [hereinafter GENERIC DRUG ENTRY]
(reporting three awards between 1984 and 1992), available at http://www.ftc.gov/0s/2002/07/
genericdrugstudy.pdf.

32 Mova Pharm. Corp. v. Shalala, 955 F. Supp. 128, 130 (D.D.C. 1997), aff’d, 140 F.3d 1060
(D.C. Cir. 1998) (“The language of the statute . . . is plain and unambiguous. It does not include
a ‘successful defense’ requirement, and indeed it does not even require the institution of patent
litigation.”); see also Granutec, Inc. v. Shalala, 46 U.S.P.Q.2d (BNA) 1398, 1401 (4th Cir. 1998)
(similar).

3 Ctr. for Drug Evaluation & Research, FDA, Guidance for Industry: 180-Day Generic Drug
Exclusivity Under the Hatch-Waxman Amendments to the Federal Food, Drug, and Cosmetic
Act 4 (1998) (stating that “FDA will not enforce the ‘successful defense’ provisions” and “in-
tends to formally remove” them from Code of Federal Regulations), available at http://www fda.
gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm079342.pdf.

3 Letter from Gary Buehler, Dir. of Office of Generic Drugs, FDA, to Patricia Jaworski,
IVAX Pharmaceuticals, Inc. 2-3 (June 23, 2006) (approving ANDA #76-052 as to 5, 10, 20, and
40 mg strengths, noting the absence of any suit, and awarding exclusivity as to these strengths).
The text omits one complexity, that there was another generic drug maker that was first to file on
one strength that represented about 10 percent of Zocor sales. Letter from Gary Buehler, Dir. of
Office of Generic Drugs, FDA, to Abha Pant, Ranbaxy Laboratories Ltd. 2-3 (June 23, 2006)
(approving ANDA #76-285 as to 80 mg strength, noting absence of any suit, and awarding
exclusivity as to this strength).



956 ANTITRUST LAW JOURNAL [Vol. 77

C. ErrecTs oF 180-Day ExcLusiviTy

To better understand the role 180-day exclusivity plays in encouraging pat-
ent challenges and generic entry, we studied the circumstances in which
generics actually obtained exclusivity to determine whether actual awards
matched the paradigmatic case in which a generic firm invalidates a patent.
As we explain in more detail below, this is seldom the case.

To do this, we collected every instance in which 180-day exclusivity was
awarded by the FDA and triggered by the generic firm over a four-year period
between 2005 and 2009.>*> We dropped awards on three over-the-counter
drugs®® and several others where a close look at the award demonstrated its
irrelevance.’’ The final set contained forty-nine drugs, with some drugs hav-
ing awards to multiple generic drug companies. Multiple awards arise where
several firms share eligibility for exclusivity, generally because they filed
ANDAs on the same day.

For each of these drugs, we determined which patent or patents supported
the 180-day award using FDA approval letters, and assessed the circum-
stances of the award using a variety of sources. We categorized each award as
a win in litigation, launch at risk,* settlement, or no suit.* Some of these were
not straightforward to determine. In a few cases where a drug had awards to
multiple generic firms, and the different firms received awards in different
circumstances, we resolved the uncertainty in favor of the outcome that sup-
ported the exclusivity system.

We found that for most drugs, the generic drug maker did little or nothing
to earn the exclusivity award. Almost half of the awards (23) are no-suit
awards, meaning that the generic firm didn’t have to spend money on litiga-
tion or face uncertainty about the outcome of the suit. Indeed, in some cases

35 In particular, the set contains every award in which exclusivity expired between October
2005 and October 2009.

36 Generic competition in over-the-counter drugs takes an entirely different form. Consump-
tion of generic prescription drugs, unlike over-the-counter drugs, is promoted by state automatic
substitution laws and the reimbursement policies of insurance companies.

37 For example, two involved an award for a drug that had already seen generic entry. In
addition, for several drugs with separate exclusivity awards for different dosages, we coded the
dosage for which exclusivity was awarded first.

3 A generic launches “at risk” if the thirty-month stay of entry has expired but the lawsuit
against it has not yet been resolved. If the generic nonetheless enters the market and ultimately
loses the suit, it will owe damages that may far exceed what it made from marketing the drug.
We coded a launch as “at risk” only if the launch occurred before the district court ruled.

39 A “no suit” outcome is one in which the patentee did not file a lawsuit in response to a
Paragraph IV ANDA filing on that patent, in effect conceding the right of the generic to enter.
We counted the outcome as no suit in four cases in which there was a lawsuit on some patents
but not on any patent that gave rise to the exclusivity award.

40 For instance, where one generic settled and another won a case, we coded the drug as one
involving a win.
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the basis for the award was a patent that was arguably irrelevant to the product
described in the ANDA, in which case little or no effort was needed to de-
velop a legal or design-around strategy. Another nine are settlements, which
we reviewed in greater detail. None of these settlements did anything to open
up the market to other generic entrants.*' Eight more were launches at risk.
Only nine included a win by the generic firm, all but one of which included an
invalidation or unenforceability determination as to at least one brand-name
patent.*> These results are summarized in Table 1.

TABLE 1: AWARDS OF 180-DAY EXCLUSIVITY

Total Blocking
No suit 23 12
Settlement 9 5
Win in litigation 9 5
Launch at risk 8 0
Total 49 22

The fact that the 180-day generic exclusivity does not actually encourage
many patent invalidations may come as a surprise. To be sure, we don’t ob-
serve every instance in which the 180-day exclusivity might affect drug maker
decisionmaking. We see only cases where the 180-day award is triggered. We
don’t observe instances in which the generic is eligible for the award but
never actually received it, or where the award will eventually be triggered, but
at a point later than the period of our study. The classic case of the latter
situation is a settlement with delayed entry, in which the generic firm will

41 One settlement, Lamictal CD, did provide for early generic entry, but the overall terms of
the settlement did not promote entry. Lamictal CD is a chewable version of a blockbuster drug,
Lamictal. At the time of settlement, annual sales of Lamictal CD were about $50 million, com-
pared to about $1 billion for Lamictal tablets. Teva, the first filing generic for both versions, was
sued—as to the same patent—for both drugs. In early 2005, Teva settled. Press Release, Teva
Pharms. USA, Teva Announces Settlement of Lamictal Litigation with GlaxoSmithKline (Feb.
17, 2005). Under the settlement, Teva secured early (June 2005) entry with exclusivity on
Lamictal CD, and the early completion of the exclusivity period might have opened the way to
other generic firms. (As it turned out, Teva’s entry was delayed until June 2006, see Letter from
Gary Buehler, Dir. of Office of Generic Drugs, FDA, to Philip Erickson, TEVA Pharmaceuticals
USA (Aug. 30, 2006) (approving ANDA with exclusivity), but so far as it appears this was not
due to the settlement.) At the same time, Teva accepted a delay of entry until July 2008 on the
blockbuster version of the drug, six months prior to patent expiration. Thus the expiration of
Teva’s exclusivity coincided with the expiration of the Lamictal patent, blocking generic entry
on the blockbuster version.

42 Of the nine drugs, eight included a determination of invalidity or unenforceability and one
centered on a judgment of noninfringement. In two of the eight coded as an invalidity case, the
initial invalidity determination occurred on appeal to the Federal Circuit. (The district court had
ruled in one of these two that the patent was valid and infringed, and in the other that the patent
was valid but not infringed.)
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enter eventually, but has not done so yet.*> But we observe the set of cases in
which 180-day exclusivity works the way it is supposed to. And there aren’t
very many of them.

Do these awards block entry by other generic firms? To answer this ques-
tion, we need to know whether there are additional generic firms that would
have entered before the end of the 180-day period but for the fact that they
were blocked by the unexpired exclusivity. If a subsequent approval coincides
with the end of exclusivity, the timing of approval is unlikely to be a coinci-
dence. It is highly likely that the timing of entry was the result of exclusivity
delay, even though we cannot rule out the possibility that some additional
cause, such as technical problems raised by the FDA, would have prevented
ANDA approval even without the delay. If a subsequent approval occurs long
after the end of exclusivity, then the 180-day period is not a direct impediment
to subsequent entry.

To determine this, we examined the approval dates of therapeutically
equivalent generics for each drug. We coded a block if the subsequent approv-
als occurred on the day of exclusivity expiration or within ten days after that.*
For the 180-day awards on non-suit drugs, twelve blocked other generic ap-
provals, with the effect of keeping prices high for longer than would other-
wise be the case. Moreover, in most cases the award blocked approval of a
large number of other generics, the earlier entry of which would have reduced
prices even more. Five of the nine settlements also blocked subsequent ap-
provals. In other words, when the exclusivity associated with the settling ge-