FELDMAN, REGULATORY PROPERTY: THE NEW IP, 40 CoLUM. J.L. & ARTS 53 (2016)

Regulatory Property: The New IP

Robin Feldman®

[. The Nature of the Beast.......cccceveeriieiiiiiiiiiiececeeeeeeee e 57
A. Marketing Rights—Quasi-Patents .............ccccceevcveercneennenn. 59
B. Data Rights—Quasi Trade Secrets........c.ccccvvevveerveenveennen. 61
C. Tradeable Rights—Quasi Property .........cccccevveveveeveeeennenns 62
II. History and Taxonomy of Regulatory Property........c.cccceevvernnnenn. 65

A. Regulatory Property with the Creation of the Generics
Pathway.....cooooiiieiiecieeceeeee e 66
1. Hatch-Waxman ........ccooceviiniinienienieneenceieeiceeeeen 67
a. Six-Month Marketing Right for Generics............... 69

b. Five-Year (or Four-Year) Data Right for New
Chemical Entities .......cccceeveenieneeneeneeneeneeceenn 70
c. Three-year Data Right for New Clinical Studies....72
d. The Hatch-Waxman Data Rights in General .......... 72
2. Orphan DIugs........cceeeieeeiieeiieciee e 73
a. Logic and Structure of the Orphan Drug Act.......... 74
B. Regulatory Property with the Affordable Care Act............. 80
1. BiOlOZICS ..ieiviiiiiiiiie ettt 82
2. Infectious Diseases (QDIP) .......ccceeevveeciveecieeriiecieeee, 85
3. Pediatric Studies ........cccceevieiiieiieiiieeeeeeeeeen 85
4. Rare Pediatric DiS€ases..........ceveereeneeneeneeneenieenieeneenn 87

C. Proliferation—Beyond Passage of the Major Generic

REZIMES ..ovviieiiiciieciieecteecee et 89
1. Tropical DiSEases.......cccevvrerrrercrieerieerieeieeerereeseveenenes 90
2. Unapproved Drugs.......ccccceeeeveeeiieiciieciiecee e 92
3. The Trans-Pacific Partnership .......c.cccccevevvevciiencreennnnn. 93

4. Proposals: Abuse-Deterrent Opioids, Combination
Therapies, Dormant Therapies, Diagnostic Tests........ 95
II. Concepts for a Unified Whole ...........ccoeeeeiiiiiiiniiiiiieieeciee e 97
Appendix A: Summary Chart of Regulatory Property Forms........... 103

*Harry & Lillian Hastings Professor and Director of the Institute for Innovation Law, University of
California Hastings College of the Law. I wish to thank Shelley Erin Ackerman for insights into
biomedical research and Connie Wang for incomparable research assistance. I also wish to thank Charles
Tait Graves, David Hoffmeister, Dmitry Karshtedt, Heidi Williams and participants in the 2016

Intellectual Property Scholars Conference for comments on prior drafts.

53



FELDMAN, REGULATORY PROPERTY: THE NEW IP, 40 CoLUM. L.J. & ARTS 53 (2016)

54 COLUMBIA JOURNAL OF LAW & THE ARTS [40:1

For almost thirty years, a new form of intellectual property has grown up quietly
beneath the surface of societal observation. It is a set of government-granted rights
that have the quintessential characteristic of intellectual property and other forms of
property—that is, the right to exclude others from the territory."

Beginning with a small piece of legislation in the early 1980s, the system now has
tentacles stretching out in many directions. It spans more than half a dozen smaller
arrangements—established through individual pieces of congressional legislation or
regulatory action—and confers hundreds of billions of dollars on those who can fold
themselves within its various definitions. Its impact on the United States health care
system, in particular, is enormous. In 2015 alone, more than 40 percent of all new
drugs approved by the Federal Drug Administration (the “FDA”) came through just
one of these portals, with the companies collecting regulatory property rights along
the way.

Some forms of this regulatory property are quasi-patent. In the same way that
patents grant the right to exclude others from making, using, or selling the invention,
these types of regulatory property grant the right to exclude others from entering into
the market; in many cases, for a significant period of time. Other forms are quasi-
trade secret. For example, trade secret prevents others from improperly accessing
and using a competitor’s information, although one can develop that information on
one’s own. Similarly, some forms of this regulatory property allow a company to
exclude others from using its research data for a period of time, although others could
develop the same research data on their own. Finally, some forms of this regulatory
property are more like pure personal property, in that these benefits can be sold or
traded on the open market.

Across the various forms, these pieces of regulatory property—or one could call
them Regulatory Property—have life spans that range from six months to three, five,
or even seven years. They can interact with or be added to the patent term length,
and they can be added on to each other. In short, the system is extraordinarily
complex and largely unnoticed, outside of the industry and its participants, although
some elements occasionally surface in the press.’

Creation of this system follows no theoretical design. Sprawling and incremental,
it has grown by accretion as various groups have succeeded in making good
arguments that they, too, should have a benefit. Accidental property is always a
dangerous form for society to create. Property created by accident lacks the
thoughtful and considered exploration that provides the only hope of theoretical
coherence within the legal system. When accidental property combines with a

1. SeeKaiser Aetna v. United States, 444 U.S. 164, 176 (1979) (characterizing the right to exclude
others as “one of the most essential sticks in the bundle of rights” that is property). See also Dolan v. City
of Tigard, 512 U.S. 374, 384 (1994); Lucas v. South Carolina Coastal Council, 505 U.S. 1003, 1044
(1992); Nollan v. California Coastal Comm’n, 483 U.S. 825, 831 (1987).

2. See Michael G. Daniel et al., The Orphan Drug Act: Restoring the Mission to Rare Diseases,
39 AM. J. CLINICAL ONCOLOGY 210, 210-11 (2016); John Jenkins, U.S. FOOD AND DRUG ADMIN., CDER
Approved Many Innovative Drugs in 2014, FDA VOICE (Jan. 14, 2015), available at
https://perma.cc/4D5Y-JDDU.

3. See, e.g., Ted M. Burns et al., Editorial by Concerned Physicians: Unintended Effect of the
Orphan Drug Act on the Potential Cost of 3,4-Diaminopyridine, 53 MUSCLE NERVE 165, 166-67 (2016).
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system that is largely hidden from view, the danger intensifies.

Intellectual property rights that are hidden from view risk undermining the basic
theoretical premise of the U.S. intellectual property system. Our British ancestors
may have granted letters patent as private favors for those who could curry them, but
not the United States. This nation’s intellectual property system—particularly the
patent system—is firmly rooted in notions of neutral requirements for what
constitutes a sufficient contribution to society that one can receive rights for limited
times and limited purposes. A hidden labyrinth of regulatory property, however,
could easily become a system of private bills, in which individual companies are able
to bargain for favors in a way that is hidden from public view. And there are certainly
scattered examples that have that flavor. For example, the threshold level for one of
the forms of regulatory property—orphan drug rights—was an arbitrary number
based on the estimated prevalence of narcolepsy and multiple sclerosis over thirty
years ago.” In other words, a remarkably powerful form of regulatory property was
designed in a way that ensured two particular drugs would fit.

As regulatory property plays an increasingly important role in innovation and in
society, it is essential to recognize all of its various tendrils as a single system—a
new form of property within the intellectual property domain. Treating regulatory
property in its rightful place among the pantheon of intellectual property rights
allows appropriate analysis of the interactions among these powerful forces. It isn’t
just a matter of labeling these phenomena as forms of property. It is a matter of
understanding and making sense out of them as a coherent whole, as well as making
sense of how they interact with other types of rights to exclude, such as patent and
trade secret.

To frame the conversation, the title of this article references one of the most
influential articles of the last century,” The New Property, by Charles Reich.
Concerned about the rise of the regulatory state, Reich argued that the various
permissions and benefits conferred by the government should be understood as forms
of property.® Reich was worried about protecting those who receive the benefits from
being bullied by the government. He called for benefit recipients to have small
sovereign islands of their own,’ that is, protection against the encroaching power of
the government that may be exercised in the process of granting or withholding of
benefits.*

While Reich was worried about protecting those who obtain benefits, this Article
below is concerned about the rest of society. When government creates this type of
quasi-property, along with its surrounding islands of protection, what geologic
territory is left for the remainder of its citizens?

4. See DEP’T of HEALTH AND HUMAN SERVS., infra note 53, at 4.

5. David A. Super, A New New Property, 113 COLUM. L. REV. 1773, 1779 (2013).

6. Charles Reich, The New Property, 73 YALE L.J. 733, 733 (1964).

7. See id. at 774 (noting that “[t]he great error of the public interest state is that it assumes an
identity between the public interest and the interest of the majority”).

8. Reich’s article led to the development of due process rights for those who receive government
benefits. See Super, supra note 5, at 1780 (discussing Goldberg v. Kelly, 397 U.S. 254 (1970) which
relied on Reich to recognize welfare benefits as property interests protected by the due process clause).
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Consider the general construct of granting intellectual property rights, such as
patents. From the activities that would ordinarily be enjoyed by all, the government
removes some and appropriates them to the benefit of the few, in the hopes that the
strategy will redound to the advantage of everyone.” The same is true for Regulatory
Property, and one cannot properly evaluate whether those benefits are accomplishing
their intended goals without understanding the system as a whole and understanding
its interactions with other forms of intellectual property

Although one could argue over whether regulatory property should exist, society
rarely succeeds in turning back the tide. Thus, the better part of valor would be to
make sense of the system that has grown around us, understanding and enhancing its
positive aspects while cabining its negative ones. Only if we contemplate regulatory
property as a single, unified organism, however, can we wrap our arms around it and
make sense out of the whole.

To that end, Section I of this Article begins by analyzing the various forms of
regulatory property'® that have emerged over the last thirty years according to their
similarity to other types of intellectual property—such as patent and trade secret—
and to property in general. Section II then examines the emergence of this
Regulatory Property, identifying the history of each one and creating the first
complete accounting of all of them. This Section also demonstrates the relationship
between the myriad congressional bills creating these regulatory properties and
passage of major legislation that the pharmaceutical industry resisted. In other
words, Congress appears to have responded repeatedly to pharmaceutical industry
displeasure by passing scattered bills that would grant new forms of Regulatory
Property.

If Regulatory Property should be understood as a unified system, one must have
some theoretical grounding for its existence. Without a coherent construct, there is
no way to intelligently shape its development and test its success. Thus, Section 111
of the paper sets out a general theoretical framework for the type of regulatory
property that has emerged. This Section also explores a series of benchmarks to use
in establishing Regulatory Property, describing the logic for these benchmarks, and
tests the current forms of Regulatory Property against these measures. The
benchmarks include: (1) minimizing overlap with other forms of intellectual
property; (2) ensuring that the system is capable of stimulating results, and that those
results are desirable; and (3) ensuring that there is a metric for measuring outcomes
in relationship to goals. With these and other perspectives, society has an opportunity
to think critically and cohesively about the new form of intellectual property that has
developed incrementally over the last several decades.

The Regulatory Property that has emerged so far falls within the life science
industry. That is understandable. The FDA’s all encompassing approval scheme
and regulatory system has provided a perfect vehicle for the creation and

9. Robin Feldman, /ntellectual Property Wrongs, 18 STAN. J.L. BUS. & FIN. 310, 318 (2013).

10.  This Article’s use of the term Regulatory Property is in contrast to the use of the term by Anna
Laakmann. Laakmann uses the term to refer to information necessary to satisfy a regulatory standard, and
appropriate to include in a submission to a regulatory agency. See Anna Laakmann, 4 Property Theory
of Medical Innovation, 56 JURIMETRICS J. 117, 119 (2016).
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dissemination of Regulatory Property. The lessons, however, are widely applicable
to other innovative industries. As newcomers in industries such as transportation
(think Uber and Lyft), hospitality (think Airbnb and Villas),'' and domestic and
construction services (think TaskRabbit) press the boundaries of creativity up against
regulatory networks, government actors may be tempted to create forms of
Regulatory Property related to these innovations, in the hopes of incentivizing
innovative entrants as well as placating existing industry players. For example, local,
state, or federal authorities might try to attract an industry, such as solar energy
innovation, devising benefits for new entrants balanced against protections for
existing energy industries. Such is the story of the creation of Regulatory Property
for the life science industry, and it is one that easily could be replicated.

It is also a story with echoes in the international arena. Various aspects of these
rights have tentacles that now reach into the European Union, the North American
Free Trade Agreement, and most recently, the Trans-Pacific Partnership.'”> Thus,
after thirty years, it is more than time to think comprehensively about this new form
of intellectual property rights, a regime that lies entwined throughout our system.

I. THE NATURE OF THE BEAST

There is nothing sacred about the current contours of intellectual property as a
legal discipline. Although patents and copyrights trace their heritage back to the
Constitution,'? the concept of intellectual property as a unified field developed more
recently, emerging in its current incarnation largely in the 1980s."* In fact, one can
see its emergence through a Google Ngrams graph, a search result that charts the
frequency with which a particular term appears in books across a designated time
period."

11.  Stephanie Rosenbloom, Giving Airbnb a Run for Its Money, N.Y. TIMES (Feb. 15, 2015),
available at https://perma.cc/M22G-MAFS5.

12.  See Jerome H. Reichman, Rethinking the Role of Clinical Trial Data in International
Intellectual Property Law: The Case for a Public Goods Approach, 13 MARQ. INTELL. PROP. L. REV. 1,
6-8 (2009) (discussing the spread of protection for data rights, described as clinical trial data, through
international, regional, and bilateral trade agreements); see also Brook K. Baker, Trans-Pacific
Partnership Provisions in Intellectual Property, Transparency, and Investment Chapters Threaten Access
to Medicines in the US and Elsewhere, 13 PLOS MED. 3, 3-4 (2016) (explaining TPP provisions requiring
countries to adopt data and marketing exclusivity restrictions for pharmaceutical products involving new
chemical entities and for biologics).

13.  See U.S. CONST. art. I, § 8, cl. 8 (authorizing Congress to “promote the Progress of Science and
useful Arts, by securing for limited Times to Authors and Inventors the exclusive Right to their respective
Writings and Discoveries”).

14. See ABA SECTION OF ANTITRUST LAW, INTELLECTUAL PROPERTY AND ANTITRUST
HANDBOOK (2007) (discussing the modern era of intellectual property, beginning in the 1980s); see also
Benjamin Coriat & Olivier Weinstein, [Intellectual Property Right Regimes, Firms, and the
Commodification of Knowledge, 5 CLPE RES. PAPER 3, 12-14 (2009) (outlining the emergence of a new
intellectual property regime in the 1980s accompanying the rise of finance-led capitalism); see also
WILLIAM M. LANDES & RICHARD POSNER, THE POLITICAL ECONOMY OF INTELLECTUAL PROPERTY LAW
(2004) (describing growth in intellectual property protection in the 1980s and 1990s).

15.  For an explanation of Google Ngrams, see https://perma.cc/32HW-KUYG.
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Figure 1.'°
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As the graph suggests, the designation of intellectual property as a unified field
did not appear with any frequency until the 1980s. As described in Section II below,
Regulatory Property emerged during the same time period, although it has remained
strangely absent from conventional discussion. Rather, intellectual property is
defined as including only copyright, patent, trademark, and trade secret.'”

Although the term “intellectual property” harkens back to traditional notions of
property within the legal system, the characteristics of property and intellectual
property diverge considerably. To take a simple example, if I plant corn on an
ordinary piece of land, you cannot plant corn there as well, and even my own ability
to plant corn will diminish over time as the nutrients in the land are depleted. In
contrast, you and I can both sing a song at the same time, and we can sing it over and
over again without depleting much more than the patience of our families.'®

Despite valiant efforts across time to equate some forms of intellectual property
with property such as land, intellectual property defies that categorization.' It is

16.  To generate this graph, see https://perma.cc/2JTQ-NN8P. I thank Carl Shapiro’s presentation
at the American Economic Association 2016 Annual Meeting for the idea of using Google Ngrams to map
the use of various intellectual property terms.

17. DONALD S. CHISUM ET AL., UNDERSTANDING INTELLECTUAL PROPERTY LAW § 1B (3d ed.
2015) (describing patents, trade secrets, copyright, and trademarks as the four major intellectual property
rights).

18.  For less lighthearted discussions of the non-rivalrous nature of intellectual property, including
the economic implications of zero marginal cost of production of intellectual property, see, e.g., Kenneth
J. Arrow, Economic Welfare and the Allocation of Resources for Invention, in THE RATE AND DIRECTION
OF INVENTIVE ACTIVITY: ECONOMIC AND SOCIAL FACTORS 609 (Richard Nelson, ed., 1962) (presenting
this argument); Harold Demsetz, Information and Efficiency: Another Viewpoint, 12 J.L. & ECON. 1
(responding to Arrow); see also Amy Kapczynski, The Cost of Price: Why and How to Get Beyond
Intellectual Property Internalism, 59 UCLA L. REV. 970, 974-76 (comparing and contrasting Arrow and
Demsetz).

19.  See ROBIN FELDMAN, RETHINKING PATENT LAW 9-33 (2012) (exploring the ways in which
patents are not analogous to land); John F. Duffy, Rethinking the Prospect Theory of Patents, 71 U. CHL
L. REV. (2004) (describing Edmund Kitch’s comparison of patents to mineral claims for land and noting
that while Kitch’s theory represents one of the most significant efforts to integrate intellectual property
with property rights theory, it has been criticized as without foundation and divorced from reality); see
also Teva Pharm. USA, Inc., et. al. v. Sandoz, Inc., 135 S. Ct. 831, 848 (2015) (Thomas, J. dissenting)
(explaining that the Anglo-American legal tradition has long distinguished between core private rights
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neither tangible nor finite in nature, beyond the duration of the government-granted
legal right.?* Moreover, the boundaries of intellectual property must be set in the
face of rapidly changing knowledge and meaning, as inventions and creations are
compared to things that did not exist when protected invention or work was created.”’
Thus, the process of creating efficient divisions for things of such an unbounded
nature will involve quite different considerations from the process for efficient
division of the more bounded, regardless of the meandering path that the bounded
may take.”

Nevertheless, the various legal rights for intellectual property share significant
characteristics with rights related to property, including the right to exclude others.*®
These will become important in comparing intellectual property rights with the
emerging Regulatory Property.

As described in Section II below,”* most forms of Regulatory Property were
created by Congress and operate through the FDA. Although the different forms
may combine several types of rights, the rights generally fall into three baskets. The
baskets include marketing rights, data rights, and tradeable rights like priority review.
Most of these look like revised forms of other intellectual property rights. They have
the feel of having been created by market actors who, after living with certain types
of intellectual property and regulatory systems, adjusted existing forms to better fit
their needs.

A. MARKETING RIGHTS—QUASI-PATENTS

The first basket consists of marketing rights, that is, all others are excluded from
receiving permission to market the product for a period of time. For example, if a
drug company approved by the FDA contains a new chemical entity, the FDA cannot
grant approval for any other company to market a drug containing the same chemical
entity for five years.

Marketing rights can be analogized to patent rights.”> With patents, one has the

such as those related to land and other privileges, and that patents fall outside those core private rights);
Caleb Nelson, Adjudication in the Political Branches, 107 COLUM. L. REV. 559, 567 (2007) (cited in the
Teva dissent); Robin Feldman, Federalism, First Amendment & Patents: The Fraud Fallacy, 17 COLUM.
Scr. & TECH. L. REV. 30, 71-72 (2016) (contrasting the respect for real property evidenced in
Constitutional language and history with what is reflected in the Constitution’s intellectual property
clause).

20. FELDMAN, supra note 19, at 32; see also Reich, supra note 6, at 739 (noting that while wealth
and value are created by culture and society, property is a creation of law in that a man who has property
has certain legal rights with respect to an item of wealth).

21.  See FELDMAN, supra note 19, at 3.

22.  Seeid. at 32.

23. Despite frequent slips of the tongue by courts and commentators, patents do not grant any
positive rights, but only the right to exclude. For examples of such errors, see, e.g., In re Indep. Serv.
Orgs. Antitrust Litig., 203 F.3d 1325 (Fed. Cir. 2000); Brief for Respondent, at 34, I1l. Tool Works Inc.
v. Indep. Ink, Inc., 547 U.S. 28 (2006) (No. 04—1329); Henry C. Su, Intellectual Property Rights and
Market Power, 877 PLI Patents, Copyrights, Trademarks, & Literary Property Course Handbook Ser. 135,
144 n.22 (2006).

24.  See Section 11, infra.

25.  See infra note 50, for authors who have referred to various types of the benefits in regulatory
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right to exclude others from making, using, or selling the patented invention. With
marketing rights, others are similarly excluded from selling the product on the
market.

Although marketing rights are focused on selling in the market, they are somewhat
stronger than ordinary patent rights. First, patent rights are not self-executing. No
district attorney, no federal agency will step forward to champion a patent holder’s
rights. If a patent holder wishes to exercise its right to exclude someone from selling
the product, the patent holder must bring a lawsuit. In contrast, when a company
receives marketing rights, the FDA enforces those rights by refusing to grant
approval to any other company.”

The second difference relates to a popular misconception about the power of
patent rights. For those who are not patent mavens, this is a good moment to hold
onto your hats. It would be easy to assume that a patent grants the right to a circle
of territory, and all others are excluded from that circle. Such is not the case. The
patent does, indeed, grant the right to exclude others from a circle of territory, but
that does not mean the patent holder controls the entire circle alone. Others have
may have exclusion rights to parts of the same circle.

Consider the following example, adapted from discoveries at the University of
Rochester.”” An inventor obtains a patent on a chemical dye for coloring candy a
bright shade of blue. Under what is known as the one embodiment rule, the patent
holder who identifies one use for the chemical can claim rights to all uses of the
chemical.?® A later inventor discovers that the dye is useful for treating spinal cord
injuries. The second inventor can receive a patent on the new use of the existing
chemical for spinal cord research and treatment.”” At this point, the first inventor has
the right to exclude everyone from using the chemical for anything (including spinal
cord research and treatment); the second inventor has the right to exclude everyone
from using the chemical for spinal cord research and treatment; and neither can use
the chemical for spinal cord research and treatment without the permission of the

rights as patent-like.

26. For a discussion of this aspect of FDA marketing exclusivities in the context of Hohfeldian
immunities and disabilities, see Yaniv Heled, Patents v. Statutory Exclusivities in Biological
Pharmaceuticals—Do We Really Need Both?, 18 MICH. TELECOMM. & TECH. L. REV. 419,431 (2012).

27.  See FELDMAN, supra note 19, at 24 (describing these circumstances and the patent example and
sources in further detail); see also Same Blue Dye in M&Ms Linked to Reducing Spinal Injury, CNN (July
28, 2009), https://perma.cc/6PAK-G4MP (describing work in mice at the University of Rochester,
demonstrating that the blue dye used in M&M candy appears to reduce damage caused by spinal cord
injuries when injected into the spinal cord).

28.  See, e.g., Schering Corp. v. Gilbert, 153 F.2d 428, 432 (2d Cir. 1946); Maurer v. Dickerson,
113 F. 870, 874 (3d Cir. 1902) (finding “that the claim is not restricted to the product made by the
described process, but covers the chemical individual, however produced”); Utility Examination
Guidelines, 66 Fed. Reg. 1092-02, 1095 (Jan. 5, 2001) (noting that “[a] patent on a composition gives
exclusive rights to the composition for a limited time, even if the inventor disclosed only a single use”);
see also Amgen, Inc. v. Chugai Pharm. Co., 927 F.2d 1200, 1213 (Fed. Cir. 1991) (noting that it is not
necessary that a patent application test all embodiments of an invention); In re Angstadt, 537 F.2d 498,
503 (C.C.P.A. 1976) (same).

29. 35 U.S.C. § 101 (“or any new and useful improvement thereof ). See, e.g., Allegheny Drop
Forge Co. v. Portec Inc., 541 F.2d 383 (3d Cir. 1976) (“A new use for an old process or product is
patentable if the new use or application is itself not ‘obvious’ to one skilled in the art.”).
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other.®® This is the case of overlapping rights, and although most patents do not
overlap, it is a limitation of the power of the patent. In short, the patent holder does,
indeed, obtain the right to exclude others from a circle of territory. Nevertheless,
others may be standing in parts of that circle with their own rights to exclude,
effectively shrinking the patent holder’s practical sphere of operations.

Marketing rights are different in some circumstances. When a company qualifies
for marketing rights under some forms of Regulatory Property, the company gets an
affirmative right to market the drug, along with rights that may operate as a blanket
exclusion of all other companies for all uses.’ Unlike patent rights, therefore, you
get to ensure that no others will be standing in the circle with you, and the federal
government does the work of enforcing your rights.

B. DATA RIGHTS—QUASI TRADE SECRETS

The second category relates to data rights, in which other companies are prevented
from using one’s safety and efficacy data that were submitted to regulatory
authorities and used as a basis for granting approval. For example, a company
wishing to make a generic version of a drug will be prevented from using the original
company’s data for a period of time, although the generic company could conduct its
own safety and efficacy trials during that time.*

The right to generate one’s own safety and efficacy data, however, is unlikely to
be an attractive pathway.” Safety and efficacy trials are lengthy and expensive.
Generic companies, trying to enter the market quickly and cheaply, are generally
loath to follow that path. Thus, they are somewhat stronger than trade secrets. Data
rights are also stronger than trade secret rights in another manner. With trade secrets,
the right is lost when the information is no longer secret.** With regulatory data
rights, the right continues, regardless of whether the information is released to the
public.

Data rights can be analogized to trade secrets. Under trade secret law, a company
would be entitled to protect information that would give it a commercial advantage
over competitors, as long as that information is not readily ascertainable to others in

30. DONALD S. CHISUM, CHISUM ON PATENTS, vol. 5, §16.02 (2010) (“Two patents may be valid
when the second is an improvement on the first, in which event, if the second includes the first, neither of
the two patentees can lawfully use the invention of the other without the other’s consent.” (quoting
Cantrell v. Wallick, 117 U.S. 694 (1886))).

31.  Seeinfra text accompanying notes 170-181 (describing a program created in 2012 for pediatric
studies that extends exclusivities, including marketing rights, for all uses and formulations of a drug); text
accompanying notes 125-133 (describing ways in which marketing rights for orphan drugs operate to
block valuable off-label uses of a drug, in addition to the orphan indication).

32.  See John R. Thomas, The Role of Patents and Regulatory Exclusivities in Pharmaceutical
Innovation, CONG. RESEARCH SERV. 4 (Jan. 7, 2013) (describing data exclusivity, or the “data package,”
submitted by brand-name firms and the ways in which this may be used by generic firms), available at
https://perma.cc/Y8K6-2CJE.

33, Seeid.

34.  See 1-1 ROGER M. MILGRIM, MILGRIM ON TRADE SECRETS § 1.05, 2 (2015) (noting that once
information becomes publicly disclosed or readily available, it forfeits its trade secret status).
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the field.? Competitors who developed the information on their own, however,
would be free to use it.

The treatment of independent creation under trade secret law, as well as with data
rights, stands in contrast to patent law. No one can use another’s patented invention,
even when that invention is created independently.*®

Data rights are more limited than trade secrets, at least in duration. Trade secret
protection essentially lasts as long as the information remains a secret. Data rights,
however, are granted only for a limited period of time.

From this perspective, data rights can be analogized to a cousin of trade secret
rights, non-compete clauses, in which departing employees may be prevented from
working for competitors for a period of time.*” Unlike trade secret protection, non-
compete clauses are for limited duration.”® They also are agnostic as to whether the
information that is being protected might be secret or in the public domain.*

The data rights time period is related to a Congressional choice to require that
pharmaceutical companies make their safety and efficacy data available to those who
would make lower-cost versions of the drug once the patent protection ends. The
data sharing system is part of a complex legislative scheme designed to get generics
to market as quickly as possible and to encourage would-be generic companies to
challenge weak patents in court.*” Thus, the data rights time period ensures a certain
length of protection for the original drug maker’s data under all circumstances, even
if the generic will eventually succeed in overturning the patent.

From one perspective, one can think of data rights as a pure grant of benefits to
pharmaceutical companies—given that data rights have the potential to confer
protection to a drug company, even when the company’s patents are invalid or
expired. From another perspective, one can think of data rights as a compromise:
trade secret protection would give drug company’s an indefinite length of protection
for their data, pure sharing would provide no data protection, and data rights provide
a level of protection somewhere between the two.

C. TRADEABLE RIGHTS—QUASI PROPERTY

The third basket of rights that may be granted with Regulatory Property relates to
tradeable rights. In most cases, rights that are granted with Regulatory Property are

35.  Uniform Trade Secrets Act § 1.4 (1985).

36. See Kewanee Oil Co. v. Bicron Corp., 416 U.S. 470, 478 (1974) (finding that the patent right
applies not only to direct copies of the subject matter, but also independent creations).

37. See DONALD J. ASPELUND & JOAN E. BECKNER, EMPLOYEE NONCOMPETITION LAW § 3.2
(2016) (defining a non-compete clause as “an employment agreement whereby the employee agrees not
to compete with his employer after termination of his employment for a specified period of time and in a
particular area”).

38. Id

39. Charles Tait Graves, Analyzing the Non-Competition Covenant as a Category of Intellectual
Property Regulation, 3 HASTINGS SCI. & TECH. L.J. 69, 90 (noting that a departing employee is prohibited
from using both trade secrets and public domain or generally known information in competition).

40.  See infra text accompanying notes 59-68. See also Robin Feldman & Evan Frondorf, Drug
Wars: A New Generation of Pharmaceutical Delay, 53 HARV. J. ON LEGIS. 499 (2016) (describing in
detail the mechanisms of the Hatch-Waxman Act).
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specific to the drug going through the approval process. In some cases, however, a
company that engages in the desired behavior receives a right fully stripped from the
drug. For example, a company that secures a tropical disease voucher receives the
right to move a second drug application more quickly through the FDA review
system in some form.*' The company can use that right on another one of its drugs,
or it can transfer the right to another company. The ability to freely trade the right
makes these benefits analogous to ordinary property rights, which, in general, enjoy
the right of transfer.*

Even without an explicit right of transfer, the benefit of any Regulatory Property
is a tradeable economic benefit, to some extent. One could always sell the company,
transferring the economic value of the right along with it. The benefit might not
transfer to another drug, but the overall economic value of the benefit from one drug
transfers to the entire operation, as with any corporate asset.

Moreover, there may be more direct ways in which Regulatory Property granted
to one drug can be transferred to another drug. Consider drug pricing in the context
of what are known as pharmacy benefit mangers. Pharmacy benefit managers are
third-party managers who negotiate pricing between pharmaceutical companies and
large purchasers such as hospitals, private health insurance companies (such as
Kaiser or Cigna), drugstore chains (such as Walgreen’s or CVS), or government
health plans (such as Medicare and Medicaid).” A drug company like Merck will
work with the pharmacy benefit manager for Kaiser; for example, to negotiate the
prices Kaiser will pay on all of Merck’s drugs.*® As a result, pricing in the
pharmaceutical industry is no longer drug specific in many cases.

Such bulk pricing could provide the opportunity for drug companies to use the
power of benefits granted in one drug to effect the pricing of other drugs.*® For
example, suppose the company’s drug Life Extender is facing competition from new
substitutes.

41.  See infra text accompanying notes 199-203.

42.  But see, Robin Feldman, Whose Body Is It Anyway? Human Cells and the Strange Effects of
Property and Intellectual Property Law, 63 STAN. L. REV. 1377, 1382-83 (2011) (noting that although
modern property law scholars think of property as a bundle of rights with four key attributes, including
the right of disposition, those rights may be circumscribed, and using medicine as an example in which
the right to transfer and even to throw away may be restricted).

43.  See Allison D. Garrett & Robert Garis, Leveling the Playing Field in the Pharmacy Benefit
Management Industry, 42 VAL. U. L. REV. 33,33-80 (2007) (describing the structure of the PBM industry);
see also Robert F. Atlas, The Role of PBMs in Implementing the Medicare Prescription Drug Benefit,
HEALTH AFF., 504-15 (2004) (explaining the expanded role of PBMs created by the Medicare Prescription
Drug, Improvement, and Modernization Act of 2003, which relies upon PBMs to administer the Medicare
prescription drug benefit).

44.  See Garrett & Garis, supra note 43, at 45 (describing how drug manufacturers insist on bundling
drugs and providing aggregate pricing, precluding negotiations on a drug-by-drug basis); see also FED.
TRADE COMM’N, Pharmacy Benefit Managers: Ownership of Mail-Order Pharmacies (Aug. 2005),
https://perma.cc/T4JZ-N9UU (noting that pharmaceutical manufacturers can make “formulary payments”
to PBMs to have their drug listed on a formulary or obtain a preferred spot on a formulary and can make
“market-share payments” to encourage PBMs to dispense their drugs, with payment based on the quantity
of drugs administered).

45.  See Garrett & Garis, supra note 43, at 44-46 (describing how pharmaceutical manufacturers
use PBMs to increase market share for specific drugs).
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Now suppose the company has obtained Regulatory Property on another drug,
SleepAid. This could be marketing rights, for example, that will keep any other
company from getting approval to market SleepAid for five years. The company
could offer to lower the cost of SleepAid somewhat, without fear of attracting
competition for the drug, in exchange for the pharmaceutical benefit manager
agreeing to keep Life Extender in the hospital’s standard list of drugs that it stocks.
A similar deal could be offered to insurers to get a reduced rate for the well-protected
SleepAid in exchange for keeping the more vulnerable Life Extender on the insurer’s
formulary of approved drugs that it will either reimburse, reimburse at the lower-
deductible rate, or agree to fill without extra layers of approval. Techniques such as
these could be particularly effective against younger market entrants who do not have
as many goodies in their bags with which to bargain.*® In this way, the drug company
can transfer the benefit it has received from Regulatory Property on one drug to the
benefit of another drug. Thus, while some Regulatory Property is explicitly
tradeable, the benefit of any Regulatory Property may be transferrable in more subtle
ways.

The transferability of Regulatory Property highlights the importance of
contemplating these rights as a whole, as well as understanding the way in which
they interact with other forms of intellectual property. The Regulatory Property
benefits described above can be combined with other forms of intellectual property,
such as patents, to extend or enhance the benefits that would be gained under
traditional intellectual property alone.*” For example, a company that receives
marketing rights for an orphan drug can use those rights to exclude other entrants
from the market, even if the company’s patents have expired. Those marketing rights
can be added on to other forms of exclusivity, such as pediatric exclusivity. In other
words, the various forms of Regulatory Property can be added to each other and to
patents to extend a company’s ability to ensure protected market space.

The following section will introduce the various forms of Regulatory Property.
Each has been created in the hopes of incentivizing certain behaviors that society
deems valuable. Implicit or explicit in each is the supposition that ordinary market
incentives would be insufficient or that market failures would operate to prevent the
desired outcome without the incentive that the Regulatory Property would provide.**

46. For a discussion of the ways in which other types of bulk pricing schemes can be used to deter
market entrants, see Robin Feldman, Defensive Leveraging in Antitrust, 87 GEO. L.J. 2079 (1999).

47. See, e.g, Renu Lal, Patents & Exclusivity, FOOD & DRUG ADMIN. CTR. FOR DRUG
EVALUATION AND RES. SMALL BUS. AND INDUSTRY ASSISTANCE CHRONS. 1, 3 (May 19, 2015),
https://perma.cc/CZAS5-9PR6 (explaining that the six-month exclusivity for first generic filers may run
concurrently with patents).

48. See, e.g., Rebecca S. Eisenberg, The Role of the FDA in Innovation Policy, 13 MICH.
TELECOMM. TECH. L. REV. 345, 347-48 (describing how deficiencies in the patent system have led FDA-
granted exclusivities to become an increasingly important incentive for innovation); Valérie Junod, Drug
Marketing Exclusivity Under United States and European Union Law, 59 FOOD & DRUG L.J. 479, 481-85
(2004) (characterizing marketing exclusivity as a solution to cases of market failure, such as when a
pharmaceutical company discovers that a potentially promising drug in development cannot be patented);
Maxwell R. Morgan, Regulation of Innovation under Follow-On Biologics Legislation: FDA Exclusivity
as an Efficient Incentive Mechanism, 11 COLUM. SCI. & TECH. L. REV. 93, 100-06 (2010) (arguing in favor
of FDA-administered exclusivities as a mean of promoting biologics innovation without the pitfalls of the
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In some cases, the desired behavior is the creation of lower cost generic or biosimilar
drugs. In others, the goal is to challenge weak patents. In others, the desired behavior
is investing in certain types of drug testing or drug creation when market incentives
might not be sufficiently strong. Society cannot hope to evaluate the effectiveness
of these initiatives or to measure them against externalities without understanding
the system as a whole and examining the ways in which Regulatory Property interacts
with other types of rights.

II. HISTORY AND TAXONOMY OF REGULATORY PROPERTY

The Regulatory Property described in this article first emerged in the 1980s,* with
newer forms appearing periodically over the subsequent thirty years. Although the
term “Intellectual Property” also emerged during the early 1980s, Regulatory
Property generally has been left out of the broader intellectual property calculus.”

It is challenging, if not downright impossible, to find a clear and comprehensive
explanation in any given location of all of the forms of Regulatory Property.”’ What

traditional patent system).

49.  See Thomas, supra note 32.

50.  When they are grouped together, although often incompletely, they are described as regulatory
exclusivities or named by reference to some subtype of right, such as data exclusivity. See, e.g., Thomas,
supra note 32 (using the term “regulatory exclusivities”); Lal, supra note 47; Erica Lietzan, The Myths of
Data Exclusivity, 20 LEWIS & CLARK L. REV. 91, 104 (2015) (focusing on “data exclusivity””). Some
scholars and commentators have referred in passing to these benefits as patent-like or a form of intellectual
property. See Lietzan, supra at 104 (noting that some writers have described data exclusivity as patent-
like or a sub-type of intellectual property); see also Daniel J. Hemel & Lisa L. Ouellette, Beyond the
Patents-Prizes Debate, 92 TEX. L. REV. 303, 309, 316-25 (2013) (noting that the authors group regulatory
exclusivities and patents together as ex post, market-set, user pays mechanisms); Thomas, supra note 32,
at 12-13 (describing regulatory exclusivities as a more recent form of intellectual property); see also
Eisenberg, supra note 48 at 360 (describing “FDA administered proprietary rights in regulatory data”);
Robert Alan Hess, Excavating Treasure from the Amber of the Prior Art: Why the Public Benefit Doctrine
is 1ll-Suited to the Pharmaceutical Sciences, 66 FOOD & DRUG L.J. 105 (2011) (referring to “pseudo-
patents”); JAY THOMAS, Toward a Theory of Regulatory Exclusivities, in PATENT LAW IN GLOBAL
PERSPECTIVE 345 (Ruth L. Okediji & Margo A. Bagley eds. Oxford 2014) (noting that regulatory
exclusivities can “fairly be described as the newest form of intellectual property”); Trudo Lemmens &
Candice Telfer, Access to Information and the Right to Health: The Human Rights Case for Clinical Trials
Transparency, 38 AM. J.L. & MED. 63, 84-85 (2012) (referring to data exclusivities as “patent-style
protection”).

51.  See Thomas, supra note 32, at 4 (noting that regulatory exclusivities are not subject to a
standard terminology and that regrettably some commentators use terms such as “statutory exclusivity,”
“data protection,” and “marketing exclusivity” synonymously with the term “regulatory exclusivity”);
Lietzan, supra note 50, at 12-13 (noting confusing uses of various terms). One particularly useful
document can be found at the FDA website, which lists five forms of what it calls “exclusivity.” This
listing does not include all of Regulatory Property, omitting the various tradeable rights, and includes
various types of data rights such as rights related to New Chemical Entities within what it describes as
“marketing rights granted by the FDA upon approval of the drug.” See Lal, supra note 47. Other excellent
sources include some, but not all of the various forms described here. See e.g., Yaniv Heled, Regulatory
Competitive Shelters, 76 OHIO ST. L.J. 299 (2015) (presenting a comprehensive taxonomy, but one that
does not include the rare pediatric vouchers and the tropical disease vouchers); Gregory Dolin, Exclusivity
Without Patents: The New Frontier of FDA Regulation for Genetic Materials, 98 IOWA L. REV. 1399,
1448-53 (describing new chemical entity rights but not the similar new clinical studies rights); Aaron S.
Kesselheim, Using Market-Exclusivity Incentives to Promote Pharmaceutical Innovation, 363 N. ENGL.
J. MED. 1855 (2010) (discussing a number of regulatory exclusivity benefits but not including new
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is even more challenging, however, is to find any inkling of the historic context in
which they emerged—and that history is significant. Many of the forms of
Regulatory Property were created during periods of time when Congress passed
legislation that the pharmaceutical industry vigorously opposed.”> In other words,
repeatedly over the last thirty years, legislators have approved the creation of some
form of Regulatory Property in the same Congress in which the legislators garnered
enough votes to pass major laws that the industry resisted.

Other changes have occurred across the thirty years. Congress has amended the
various Acts in ways that expanded, or occasionally contracted, the reach of the
Regulatory Property that had been created.” Similarly, courts and regulatory
authorities have, at times, re-interpreted aspects of the statute to create a broader
reach for Regulatory Property rights holders.”* Nevertheless, the trend of creation of
Regulatory Property in conjunction with swallowing a bitter bill is striking.

To highlight this history, the Article will introduce the forms of Regulatory
Property grouped together in their historic context. In addition, Appendix A includes
a chart for visualizing all of the forms of Regulatory Property and their relationships.

A. REGULATORY PROPERTY WITH THE CREATION OF THE GENERICS PATHWAY

Regulatory Property was born with the passage of the famous Hatch-Waxman
Act, which created the modern pathway for approval of generic drugs. Several forms
passed as part of the massive Hatch-Waxman Act itself in 1983. These include
marketing rights for the first generic company, data rights for new chemical entities,
and various forms of data rights for new clinical studies.>

In the same Congress, legislators passed a bill related to marketing rights for what
is known as “orphan drugs.”® Although the original Orphan Drug Act had been

chemical entities, new clinical studies, biologic interchangeables, and QDIP exclusivities); see Thomas,
supra note 32 (one of the more exhaustive lists but not discussing tropical disease vouchers); Emily
Morris, Patent Exclusivity Versus Regulatory Exclusivity Under the Hatch-Waxman Act 34-35 (Ind. Univ.
Robert H. McKinney Sch. of Law, Research Paper No. 2012-30),
http://papers.ssrn.com/sol3/papers.cfm?abstract_id=2185180 (focusing on Hatch-Waxman provisions,
and thus, no discussion of biologic interchangeables, QDIP exclusivities, and tropical disease vouchers).

52.  See infra text accompanying notes 70, 138-139.

53.  For example, although the Orphan Drug Act passed in 1983, it was amended in 1984 (loosened
the definition of rare disease), 1985 (extended to patentable as well as unpatentable drugs), 1988 (required
applicants to apply for orphan drug status before applying for marketing approval), and 1997 (application
user fees exempted). See OFFICE OF INSPECTOR GEN., DEP’T OF HEALTH AND HUMAN SERVS., The
Orphan Drug Act: Implementation and Impact, 4 (May 2001), https://perma.cc/8PFF-LSKW.

54. David Hoffmeister, et al., Top FDA Developments of 2015 and Predictions for 2016, LAW360
(Jan. 11, 2016), https://perma.cc/J234-XR57 (noting that the FDA, in response to actions related to
Amarin’s drug Vascepa, in 2015 changed its interpretation of New Chemical Entity to say that drugs
which contain, as their sole active ingredient, a single component of a previously approved
multicomponent mixture are entitled to 5 year exclusivity); see also Vern Norviel, et al., Amarin Decision
Opens Door to Longer Exclusivity Periods, LAW360 (June 12, 2015, 2:06 PM), available at
http://www.law360.com/articles/665186/amarin-decision-opens-door-to-longer-exclusivity-periods.

55.  See infra, text accompanying notes 65-81.

56.  See David Loughnot, Potential Interactions of the Orphan Drug Act and Pharmacogenomics:
A Flood of Orphan Drugs and Abuses?, 31 AM. J.L. & MED. 365, 367-68 (2005) (explaining the origins
of the term “orphan drugs”).
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signed into law during the prior Congress, the Act did not stimulate much interest
until the changes made during the Hatch-Waxman Congress.”’ In short, the 1983-
1984 Congress set the stage for the system of Regulatory Property, along with its
central role in modern drug development.

Together, the Regulatory Property created through the Hatch-Waxman Act and
the 1984 Orphan Drug Act Amendments account for a remarkable portion of the
medicines developed by the pharmaceutical industry, approved by the FDA, and
available on the market today. For example, orphan drugs accounted for 41 percent
of drugs approved by the FDA in 2014.%

1. Hatch-Waxman

The Hatch-Waxman Act, which the President signed into law in 1984, created the
modern pathway for expedited approval of generic drugs.”’ The law reflects the
desire to bring lower-priced drugs to consumers as quickly as possible after the
patents expire, balanced against the need to ensure adequate incentives for
pharmaceutical research and development. Specifically, the patent system provides
a twenty-year right to exclude for the invention of new drugs that are sufficiently
innovative to receive patent protection.”” Patent theory holds that during this time,
the drug company should be able to recoup its investment in the discovery and
development of the drug through the elevated pricing that can occur without direct
competitors in the market. When the patent expires, however, other drug makers
should be able to enter the market and drive down the price of the drug.

What works in patent theory does not always work in practice. Those who would

57. See id. at 375 (explaining reasons why drug companies were reluctant to file orphan drug
applications with the FDA until the 1984 amendments to the Act).

58.  See Daniel et. al., supra note 2, at 1; see also OFFICE OF GENERIC DRUGS, CTR. FOR DRUG
EVALUATION & RESEARCH, 2015 ANNUAL OGD ANNUAL REPORT: ENSURING SAFE, EFFECTIVE AND
AFFORDABLE MEDICINES FOR THE AMERICAN PUBLIC 10, (2015), https://perma.cc/R7P9-4YYD. The
FDA reports that the Office of Generic Drugs awarded 580 approvals and 146 tentative approvals in 2015.
That year, there were 45 novel drugs approved. Thus, excluding the tentative generic approvals, 92.8%
of drugs approved in 2015 were generics. Of the 7.2% of approved drugs that were novel drugs,
approximately 47% of those were orphan drugs.

59. Known colloquially as the Hatch-Waxman Act for the legislators who crafted the law, the
formal name is the Drug Price Competition and Patent Term Restoration Act, Pub. L. No. 98-417, 98 Stat.
1585 (1984) (hereinafter, “Hatch-Waxman Act”). For a detailed description of the Act, along with other
sources discussing Hatch-Waxman, see Feldman & Frondorf, supra note 40. See also, Elizabeth S.
Weiswasser & Scott D. Danzis, The Hatch-Waxman Act: History, Structure, and Legacy, 71 ANTITRUST
L.J. 585, 585-90 (2003); FELDMAN, supra note 19, at 158; WENDY H. SCHACHT & JOHN R. THOMAS,
CONG. RESEARCH SERV., REPORT R41114, THE HATCH-WAXMAN ACT: A QUARTER CENTURY LATER
(2011), http://congressional.proquest.com/congressional/result/congressional/pgpdocumentview
:pdfevent?pgld=06b6d75e-812a-4075-accc-84ebb14f0182&rsId=156CF64E55 1 &pdf=/app-bin/gis-
congresearch/f/a/7/8/crs-2011-rsi-0151_from_1_to _20.pdf; Matthew Avery, Continuing Abuse of the
Hatch-Waxman Act by Pharmaceutical Patent Holders and the Failure of the 2003 Amendments, 60
HASTINGS L.J. 171 (2008); Gerald J. Mossinghoff, Overview of the Hatch-Waxman Act and Its Impact on
the Drug Development Process, 54 FOOD & DRUG L.J. 187 (1999); C. Scott Hemphill & Mark A. Lemley,
Earning Exclusivity: Generic Drug Incentives and the Hatch-Waxman Act, 77 ANTITRUST L.J. 947
(2011).

60. See 1 WILLIAM C. HOLMES, INTELLECTUAL PROPERTY AND ANTITRUST LAW § 1:2 (2007).
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compete with the branded drug company faced significant costs and delays, giving
the branded drug companies time beyond the expiration of the patent to sail freely in
the market.®' The problem arises through the interaction of the drug approval system
with the patent system. Gaining FDA approval is a lengthy and complex process.
Given that the patent system grants the right to exclude from making, as well as using
and selling the drug, a would-be generic could not go through the steps to prepare
for market entry without infringing the patent.””> Thus, competitors could never be
ready to enter the market at the end of the patent term, and the branded company
would enjoy conti