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FOREWORD
Shih-wei Chao' & Rebecca Ho'”

The Annual Review is a yearly publication of the Berkeley Technology Law
Journal that provides a summary of many of the year’s major developments at
the intersection of law and technology. Our aim is to provide a valuable
resource for judges, policymakers, practitioners, students, and scholars. Each
Note provides a primer on a particular area of law, a development in that area
of law, and commentary on that development.

The twelve Notes in this Issue continue a tradition of covering a wide
range of topics. The Notes address developments in patent, copyright,
trademark, privacy, antitrust, and content and media regulation.

I. PATENT LAW

The first Note' in this Section examines the patent-eligible subject matter
doctrine after the Federal Circuit’s decision in Awmserican Axle & Manufacturing,
Inc. v. Neapco Holdings 1.LC.> In American Axle, the Federal Circuit applied the
Mayo/ Alice framework to determine whether an invention was eligible for
patent protection. This Note asserts that the Mayo/ Alice framework is
problematic, as it overlaps with other patentability tests and disregards how all
inventions inevitably include some level of abstraction. This Note proposes a
revised notion of patent eligibility that is anchored in utility doctrine.

The second Note” in this Section addresses a conflict in the pharmaceutical
industry. To obtain approval from the Federal Drug Administration (FDA), a
pharmaceutical company must present its product as being similar to already-
approved drugs. However, when the pharmaceutical company seeks patent
protection from the United States Patent and Trademark Office (USPTO) for

DOTL: https://doi.otg/10.15779 /2Z38HM52M16
© 2023 Shih-wei Chao & Rebecca Ho.
T Senior Student Production Editor, Berkeley Technology Law Journal, J.S.D. Candidate,
University of California, Berkeley, School of Law.
Tt Senior Student Production Editor, Berkeley Technology Law Journal, ].D., 2023,
University of California, Berkeley, School of Law.
1. Caressa N. Tsai, Note, The Utility of Patent Eligibility, 38 BERKELEY TECH. L.J. 1093
(2024).
2. 967 F.3d 1285 (Fed. Cit. 2020), cert. denied, 142 S. Ct. 2902 (2022).
3. Garreth W. McCrudden, Note, Drugs, Deception, and Disclosure, 38 BERKELEY TECH.
LJ. 1131 (2024).
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the same product, it must distinguish the product from existing prior art. To
resolve this conflict, this Note recommends a new system for USPTO-FDA
interaction during patent prosecution and a complementary post-patent-
issuance solution.

II. COPYRIGHT LAW

The first Note* in this Section examines the interplay between copyright,
state sovereign immunity, and the federal Takings Clause. After the Texas
Supreme Court’s decision in Jim Olive Photography v. University of Houston,” state
actors can essentially appropriate copyrighted material with impunity. To hold
state actors liable for the unauthorized taking of an individual’s copyrighted
material, this Note explores the feasibility of bringing lawsuits under the
Takings Clause and proposes a revised, narrowly tailored version of the
Copyright Reform Clarification Act.

The second Note® in this Section asserts that copyright law inherently
favors certain genres of cultural expression over others, because certain genres
of music, such as Indian classical music, inevitably either infringe upon
another’s copyright or contain a high amount of scenes a faire elements. To
encourage investment in these genres of music, this Note proposes narrowing
the scope of copyright’s derivative and reproductive rights.

The third Note’ in this Section examines the Supreme Court’s decision in
Unicolors v. H&>M.® While the legal issue in the case—whether good faith
mistakes of fact or law render copyright registration applications invalid—was
a narrow one, this Note asserts that the underlying facts of the case suggest
there is an issue with “copyright trolling.” This Note recommends several
policy solutions to deter copyright trolls from abusing the copyright system.

4. Sarah Davidson, Note, Take A Picture: Copyright and State Sovereign Immmunity, 38
BERKELEY TECH. L.J. 1169 (2024).

5. 624 S.W.3d 764, 768 (Tex. 2021), cert. denied, 142 S. Ct. 1361 (2022).

6. Akshat Agrawal, Note, Resolving Copyright’s Distortionary Effects, 38 BERKELEY TECH.
L.J. 1207 (2024).

7. Samantha Cox-Patra, Note, Understanding Unicolors: Mistakes of Law Don’t Necessarily
Invalidate Copyright Registration Certificates, 38 BERKELEY TECH. L.J. 1249 (2024).

8. Unicolors, Inc. v. H&M Hennes & Mauritz, L.P., 142 S. Ct. 941 (2022).
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III. TRADEMARK LAW

The Note’ in this Section critiques the Federal Circuit’s decision in Ir re
Elster."’ In In re Elster, the Federal Circuit held that the USPTO’s refusal to
register “TRUMP TOO SMALL” as a trademark violated the First
Amendment’s protection of political speech. This Note asserts that the Federal
Circuit in In re Elster failed to properly consider the context of the speech at
issue and that the Federal Circuit should have analyzed the registrability of the
trademark under the First Amendment’s limited public forum framework.

IV. PRIVACY

The first Note'' in this Section asserts that law enforcement’s use of the
geofence search warrant endangers individuals’ rights to privacy and political
speech. In light of these dangers, this Note recommends that Congress enact
a blanket prohibition on all law enforcement use of the geofence search
warrant.

The second Note'” in this Section examines the Supreme Court’s decision
in Dobbs v. Jackson Women’s Health Organization, where the Court held that there
is not a constitutional right to receive an abortion. This Note posits that, post-
Dobbs, digital data surveillance will become the primary mode of enforcing
abortion bans."” This Note argues that the use of data surveillance will chill
desirable, legal activities and that Congress should enact privacy legislation to
limit the use of data surveillance.

V. ANTITRUST

The first Note'* in this Section examines the relationship between antitrust
law and regulation in the context of Personal Social Networks. This Note
argues that the relationship between antitrust law and regulation is symbiotic,
and not adversarial. To properly balance the relationship between antitrust law
and regulation in the context of Personal Social Networks, this Note asserts
that the Personal Social Networks must first be broken down to manageable

9. Brigitte Desnoes, Note, Dangling the Carrot of Trademark Registration, 38 BERKELEY

TECH. L.J. 1273 (2024).

10. 26 F.4th 1328 (Fed. Cir. 2022).

11. Danny Drane, Note, Why It’s Time to Ban Geofence Searches in Light of United States v.
Chatrie, 38 BERKELEY TECH. L.J. 1307 (2024).

12. Leila Nasrolahi, Note, Externalities of Maximally Enforcing Abortion Bans, 38 BERKELEY
TECH. L.J. 1341 (2024).

13. 142 8. Ct. 2228 (2022).

14. M. A. Katz, Note, Clearly Repugnant: Correcting the Conrt’s Failed Approach to Antitrust
Enforcement, 38 BERKELEY TECH. L.J. 1373 (2024).
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sizes before regulation can be crafted to protect consumers from harms like
hate speech and privacy invasions.

The second Note" in this Section examines the goals of antirust law in the
context of vertical mergers. This Note contends that the purpose of antitrust
law is to protect competition. As vertical mergers do not directly eliminate
competitors, this Note asserts that vertical mergers present a unique situation
to test the meaning of competition.

VI. MEDIA AND CONTENT REGULATION

The first Note'® in this Section scrutinizes regulations by Texas and Florida
that restrict the ability of social media platforms to moderate content.'” This
Note concludes that the regulations are unconstitutional, as they are not
narrowly tailored, and that they cannot be modified to become constitutional.

The second Note'® in this Section examines the Supreme Court’s decision
in FCC v. Promethens Radio Project.” In that case, Court held that the Federal
Communication Commission (FCC) had the authority to revoke media cross-
ownership rules. This Note asserts that the Court largely sidestepped the
normative issues concerning the public interest standard, which requires
broadcast licensees to operate in the “public interest, convenience and
necessity.” This Note argues that the FCC should revitalize the public interest
standard in light of an alarming trend of deregulation in the media broadcasting
industry.

15. Zhudi Huang, Note, Protecting the Competitive Process in 1 ertical Merger, 38 BERKELEY
TECH. L.J. 1405 (2024).

16. Utkarsh Srivastava, Note, Gotta Catch "Em All: egislative Overreach in Florida and Texas
Anti-Moderation Laws, 38 BERKELEY TECH. L.J. 1437 (2024).

17. FLA. STAT. § 501.2041 (2022); TEX. CIv. PRAC. & REM. CODE ANN. § 143A.002
(West 2021).

18. Bogdan Belei, Note, The Forgotten Public Interest Standard, 38 BERKELEY TECH. L.J.
1469 (2024).

19. 141 8. Ct. 1150 (2021).
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DOTL: https://doi.otg/10.15779/238JH3D39Z
© 2023 Caressa N. Tsai.

T Ph.D., McMaster University, Department of Biochemistry and Biomedical Sciences,
2021; J.D. Candidate, University of California, Berkeley, School of Law, Class of 2024. I am
grateful to Talha Syed for his guidance in preparing this Note. I would also like to thank Peter
Menell, Allison Schmitt, Garreth McCrudden, Shih-wei Chao, Hunter Kolon, and the
participants of the Fall 2022 Law & Technology Writing Workshop, for feedback, editorial
assistance, and many helpful discussions.
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V.  CONCLUSION.....cccotttrrieitiiiintrreecccnncsssssreeecessssssssssssesesssssssnes 1128

I. INTRODUCTION

Patent eligibility doctrine is in a state of disarray. Section 101 of the Patent
Act defines the scope of patent-eligible subject matter in simple, broad
language: “[w]hoever invents or discovers any new and useful process,
machine, manufacture, or composition of matter, or any new and useful
improvement thereof” is eligible for patent protection.' But after several years
of the Federal Circuit and Supreme Court expansively interpreting this statute,
both courts began to slowly establish a set of ineligible subject matter areas,
adding a gloss over the text of § 101.” Over time, “laws of nature, natural
phenomena, and abstract ideas” became the judicial exceptions to patent
eligibility.* Then, beginning in 2012, Mayo Collaborative Services v. Promethens
Laboratories, Inc.,” Association for Molecular Pathology v. Myriad Genetics, Inc.," and
Alice Corp. v. CL.S Bank International’ launched the Mayo/ Alice test for evaluating
the § 101 eligibility of inventions directed to one of the judicial exceptions.”

There is no shortage of writing on the problems with the Mayo/ Alice test.’
Several patent examiners, practitioners, scholars, and jurists have agreed that
patent eligibility doctrine is in urgent need of clarification from either the Court
or Congtess."” For many, a key pressure point is that the Mayo/ Alice test

1. 35U.S.C. §101.

2. 1 PETER S. MENELL, MARK A. LEMLEY, ROBERT P. MERGES & SHYAMKRISHNA
BALGANESH, INTELLECTUAL PROPERTY IN THE NEW TECHNOLOGICAL AGE: 2021 177
(2021) (“[Bly the early 2000s, the Federal Circuit had pretty much lowered the patentable
subject matter hurdle to a chalk line on the track.”).

3. Berkheimer v. HP Inc., 890 F.3d 1369, 1374 (Fed. Cir. 2018) (Loutie, J., concurting).
Id.

566 U.S. 66 (2012).

569 U.S. 576 (2013).

573 U.S. 208 (2014).

Talha Syed, Reconstructing Patent Eligibility, 70 AM. U. L. REV. 1937, 1959 (2021).
Robin C. Feldman, Rewarding Failure with Patents, Y ALE J. HEALTH POL’Y L. & ETHICS
2 n2 (forthcormng 2023), https://papers.ssrn.com/sol3/papers.cfmrabstract_id=4223347
(compiling a long list of scholarly proposals relating to patent eligibility doctrine).

10. See, e.g., David O. Taylot, Amending Patent Eligibility, 50 U.C. DAVIS L. REV. 2149
(2017) (arguing in favor of new legislation from Congress to address the lack of clarity for
§ 101); Sequenom, Inc. v. Ariosa Diagnostics, Inc., SCOTUSBLOG (June 27, 2016), https://
www.scotusblog.com/case-files/cases/sequenom-inc-v-ariosa-diagnostics-inc/  (compiling
amicus briefs urging the Court to grant certiorari in a controversial § 101 case based on a
biotechnology invention). But see, ¢g., Jason D. Reinecke, Is the Supreme Court’s Patentable Subject
Matter Test Overly Ambiguons? An Empirical Test, 2019 UTAH L. REV. 581 (2019) (analyzing the

S R
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appears to have specifically narrowed the eligibility of biological and software-
based inventions''—two critical areas of innovation, at the heart of what the
patent system is designed to promote.'” Indeed, many litigants are now
leveraging the murky § 101 standard to challenge patent validity in these
fields."

Since Alice, the Court has bowed out of the eligibility problem, leaving
district courts and the Federal Circuit to wrestle with § 101 on their own.'* In
2022, the Court denied yet another petition for certiorari in American Axle &
Manufacturing, Inc. v. Neapco Holdings 1.LLC."> American Axle saw a district court
invalidate a patent claim under § 101,' and the Federal Circuit affirm that
decision.'” And while § 101 jurisprudence has wreaked havoc on inventions in
the life sciences and computational spaces for the past several years," the
asserted patent in Awmerican Axle uniquely encompassed a mwechanical device—
something canonically thought to be unambiguously patent-eligible subject
matter, and somewhat above the § 101 fray.

This Note uses American Axle to illustrate the critical problem with the
current § 101 eligibility standard, beyond its contemporary restriction of patent
eligibility in specific technological areas: the Mayo/ Alice test asks the wrong
questions of patent examiners and courts by (1) placing an emphasis on judicial

application of the Mayo/Alice test in several patent eligibility cases, to illustrate that § 101
jurisprudence may not be as unpredictable and dire as others have expressed).

11. See Syed, supra note 8, at 1940—42.

12. As per the Intellectual Property Clause of the Constitution, patents are awarded to
inventors to “promote the progress of science and the useful Arts.” U.S. CONST. art. 1, § 8, cl.
8.

13. See Jeftrey A. Lefstin, Peter S. Menell & David O. Taylor, Final Report of the Berkeley
Center for Law & Technology Section 101 Workshop: Addressing Patent Eligibility Challenges, 33
BERKELEY TECH. L.J. 551, 555-56, 576 (2018). An increasing number of patents are routinely
invalidated as ineligible in district courts, with these holdings consistently affirmed by the
Federal Citcuit. Id. at 570, 576.

14. See, eg., Sequenom, Inc. v. Ariosa Diagnostics, Inc., 579 U.S. 928 (2016) (denying
petition for writ of certiorari); Athena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC,
140 S. Ct. 855 (2019) (same); HP Inc. v. Berkheimer, 140 S. Ct. 911 (2020) (same); Hikma
Pharms. USA Inc. v. Vanda Pharms Inc., 140 S. Ct. 911 (2020) (same).

15. 142 S. Ct. 2902 (2022).

16. Am. Axle & Mfg., Inc. v. Neapco Holdings LLC, 309 F. Supp. 3d 218 (D. Del. 2018).

17. Am. Axle & Mfg., Inc. v. Neapco Holdings LLC, 967 F.3d 1285 (Fed. Cit. 2020).

18. See U.S. PAT. & TRADEMARK OFF., PATENT ELIGIBILITY SUBJECT MATTER: REPORT
ON VIEWS AND RECOMMENDATIONS FROM THE PUBLIC 34-38 (July 2017), https://
www.uspto.gov/sites/default/files/documents/101-Report FINAL.pdf [hereinafter
USPTO Eligibility Report 2017] (describing criticism of recent § 101 jurisprudence from
members of the life sciences and computational communities).
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exceptions that are embedded into @/ inventions at some level of abstraction,"’
and (2) inherently overlapping with the other substantive patentability
doctrines.” As an alternative, urgently warranted framework to assess patent
eligibility, this Note proposes a revised notion of patent eligibility anchored in
utility doctrine, tethered to the word “useful” already present in § 101. To this
end, Part II provides a history of patent eligibility jurisprudence to
contextualize the evolution of the judicial exceptions. Part III summarizes
American Axle and uses it as a paradigmatic example to analyze the problems
with the Mayo/ Alice test. Part IV proposes a method of assessing patent
eligibility under § 101 to supplant the Mayo/ Alice test, arguing that the word
“useful” is sufficient to serve a scope-limiting function within all patent claims.

II. HISTORY OF PATENT ELIGIBILITY JURISPRUDENCE

Section 101 of the Patent Act was viewed originally as a minimum, low-
bar threshold to patentability,”" as the text of the statute does not explicitly
exclude any areas of subject matter from patent protection.”” However, over
time, three judicially-added exceptions to § 101 came to be recognized as
patent-ineligible: “laws of nature, natural phenomena, and abstract ideas.””
Many scholars trace the origins of these ineligible concepts to a set of
nineteenth century cases that first disavowed the eligibility of “principles.”**

19. See U.S. PAT. & TRADEMARK OFF., PATENT ELIGIBLE SUBJECT MATTER: PUBLIC
VIEWS ON THE CURRENT JURISPRUDENCE IN THE UNITED STATES 16 n.130 (June 2022),
https:/ /www.uspto.gov/sites/default/files/documents/ USPTO-SubjectMatterEligibility-
PublicViews.pdf [hereinafter USPTO Eligibility Report 2022].

20. Many refer to § 102, § 103, and § 112 as the “substantive” patentability doctrines,
drawing a line between these concepts and the § 101 standard. Seg, e.g., Syed, supra note 8, at
1960.

21. 35 U.S.C. § 101. Section 101 has explicitly read on a version of the four, present-day
eligible categories (processes, machines, manufactures, and compositions of matter) since 1793.
Syed, supra note 8, at 2030-31 (compiling the present-day text of § 101 and all previous
versions of the statute in Table 1).

22. Rodney Swartz, Separating Preemption from the Subject Matter Analysis of 35 U.S.C. § 101,
61 SANTA CLARA L. REV. 903, 917 (2021). Indeed, the Court has interpreted the use of the
word “any” to indicate the intent of Congress for an expansive, liberal approach to
patentability, with the other substantive patentability doctrines functioning to more rigorously
assess the extent of innovation. See Diamond v. Chakrabarty, 447 U.S. 303, 308 (1980).

23. Berkheimer v. HP Inc., 890 F.3d 1369, 1374 (2018) (Lourie, J., concurring). These
three ineligible subject matter areas are, in their very terms, well-known and regurgitated in
countless opinions. Assessing whether (and why) a claim is “directed to” one or more of these
“ineligible concepts” is much more elusive.

24. See, eg., Jeffrey A. Lefstin, Inventive Application: A History, 67 FLA. L. REV. 565, 569—
70 (2016); Peter S. Menell, Forty Years of Wondering in the Wilderness and No Closer to the Promised
Land: Bilski’s Superficial Textualism and the Missed Opportunity to Return Patent Law to Its Technology
Mooring, 63 STAN. L. REV. 1289, 1295-96 (2011); OREN BRACHA, OWNING IDEAS: THE
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But in the decades since, these formative cases were misinterpreted, stretched,
and applied beyond what courts previously anticipated.

A. EARLY NOTIONS OF INELIGIBLE “PRINCIPLES”

The Court first struggled with the notion of patent ineligibility in the

” % Questions as to the patentability of
26

context of so-called “principles.
“principles” lurked in the background of early English patent law,” but came
to a head in an 1841 case from the Court of Exchequer, Neilson v. Harford”’
Neilson’s patent was directed to “the improved application of air to produce
heat in fires, forges, and furnaces.””® Wrestling with a tension between (1) the
“principle” that hot air more efficiently promotes ignition than cold air and (2)
the “application” of injecting that hot air into a furnace, the court articulated
that the patent was valid for claiming “not merely . . . a principle, but a machine
embodying a principle.”” This became Neilsor’s legacy—a principle may be
eligible for patent protection to the extent that it is “embodied” or applied in
some form.” But—as others have noted—the true dispute of Neilson was,
surprisingly, related to the adequacy of disclosure, rather than patent eligibility.”

In parallel, early American patent jurisprudence had already suggested that
patents could only claim “the contrivance or production of something which
did not exist before,” which one might interpret as excluding “principles” as
ineligible subject matter.”” In 1852, the Court solidified this idea in ¢ Roy 2.
Tatham,” using Neilson to more explicitly draw a line of ineligibility.** The
patent in e Roy involved improvements to the manufacture of wrought pipe.”

INTELLECTUAL ORIGINS OF AMERICAN INTELLECTUAL PROPERTY, 1790-1909 261-72
(2016).

25. See BRACHA, supra note 24, at 265; Syed, supra note 8, at 1961.

26. Lefstin, supra note 24, at 578 (describing James Watt’s patent relating to steam engine
improvements, and the associated debate over the notion of “patentable manufacture[s] or . . .
‘unorganized principles™ (citing Boulton & Watt v. Bull, 126 Eng. Rep. 651, 655 (1795)).

27. 151 Eng. Rep. 1266 (1841).

28. THOMAS WEBSTER, REPORTS AND NOTES OF CASES ON LETTERS PATENT FOR
INVENTIONS 273 (1844) (reprinting Neilson’s patent). Patents at this primordial stage lacked
formal claims, leaving litigants and courts to infer the scope of patented subject matter based
on “a holistic examination of the specification and . . . the actual embodiments or experiments
carried out by the patentee.” Lefstin, supra note 24, at 580.

29.  Neilson, 151 Eng. Rep. at 1273.

30. See Lefstin, supra note 24, at 570.

31. See eg., Lefstin, supra note 24, at 581-82 (describing how the bulk of the argument
in Neilson was directed to whether the actual heating apparatus of the invention was sufficiently
enabled, a modern § 112 question).

32. Inre Kemper, 14 F. Cas. 286, 288 (C.C.D.C. 1841); see Lefstin, supra note 24, at 594.

33. 55U.S. 156, 175 (1852).

34. Lefstin, supra note 24, at 594.

35. 55 U.S. at 172-73.
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As in Nezlson, the case was much less directed to the fundamental eligibility of
“principles,” but rather, what would today be defined as a claim construction
issue.”® Again, the Court articulated a philosophical view that would later
anchor all of patent eligibility doctrine: “[a] principle is not patentable,” given
that principles are “fundamental truth(s] . . . [that] no one can claim . . . [as] an
exclusive right,” while “[a] new property ... when practically applied . .. is
patentable.””” And in 1854, in O’Reilly v. Morse,”® the Court used Neilson to
assert that “a principle [is] not patentable,”” but a “new application of a known
principle” is.* This case, like Neilson, was not about patent eligibility, but
rather, enablement.*!

Thus, Neilson, Ie Roy, and Morse came to stand for the notion that some
form of “embodiment” or “practical application” could restore eligibility to an
otherwise unpatentable “principle.” But three key issues lingered in the
background: (1) no court had defined what a “principle” was;* (2) no court
had articulated a degree of “embodiment” or “practical application” required
to restore eligibility to an otherwise unpatentable principle;* and (3) every
court had proffered a notion of patent eligibility in cases that were truly about
something else*'—enablement (Neison, Morse) or claim construction (Ie Roy).
Given this precarious foundation—and potential anchoring in ozher
patentability doctrines—courts were bound to later struggle with the meaning
of patent ineligibility.

B. THE EMERGENCE OF TWO INELIGIBILITY TRACKS

In the first half of the twentieth century, “principles” remained ineligible,
and “practical applications” of those principles remained eligible.45 Professor

36. See Lefstin, supra note 24, at 595. The claim construction issue was whether the object
of the patent was the application of a newly discovered principle or the machinery used in the
pipe manufacture. Id.

37. LeRoy, 55 U.S. at 175 (emphasis added).

38. 56 U.S. 62 (1854).

39. Id. at 115.

40. Id. at 131.

41. Lefstin, supra note 24, at 596-97.

42. See Syed, supra note 8, at 1964 (“[Wlithout any clear rationale for why unapplied
principles are ineligible, it becomes harder to know whar falls within or outside the
restriction.”).

43. See 7d. at 1963—64 (noting the ambiguity in three possible interpretations of Neilson,
distinctly applied across the patent eligibility cases that followed).

44. See Michael Risch, Awserica’s First Patents, 64 FLA. L. REV. 1279, 1283 (2012) (noting
the flaws in the reliance on English law to construct U.S. patent law, and that “judicial
discussion of principles almost never related to attempts to patent natural phenomena, but
instead related to patent construction”).

45. See Lefstin, supra note 24, at 609.
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Lefstin provides a comprehensive summary of eligibility-oriented case law and
commentary during this time period, noting that the basic, minimal eligibility
standard established by Neison was left undisturbed.* But these years also
watched the elusive concept of a “principle” evolve,*’ tracking the evolution
of the “useful Arts”—the presumed object of the patent system." The
twentieth century welcomed radical progress in science and technology, which
spawned areas of subject matter that intersected with “principles” in ways that
muddled Neilson’s standard beyond comprehension. This history led to the
emergence of two tracks of ineligibility: inventions that are (1) too “natural”
or (2) too “formulaic.”

1. Track One: “Natural” Ineligibility

The “principles” of the nineteenth century trilogy were, at their core, mere
correlations that reflected the relationships between factors: Nezson, between
heated air and ignition efficiency;” e Roy, between heated lead and wrought
pipe continuity;” and Morse, between galvanic current and distanced character
printing.”’ These cortelations represent pivotal discoveries and developments
of the Industrial Revolution, which spawned inventions that we would now
view as highly “mechanical”- and “materials”-oriented,” and thus, for an
unknown reason, de facto eligible for patent protection—assuming some
degree of “practical application.” But these new industrial processes and
machines soon launched an era of unprecedented scientific and technological
discovery in newer, different areas, such as agriculture, biotechnology,
chemistty, and medicine.” And in lockstep, intetrest in patent protection began

46. See id. at 609-23.

47. See id. at 609 (“pure scientific explanation”) (internal quotation marks omitted), 611
(“scientific or mathematical truth”), 612 (“mental steps or processes” and “purified natural
products”), 616 (“process of nature”), 617 (“natural phenomena”), 619 (“natural law”).

48. MENELL ET AL., s#pra note 2, at 36 (noting that “useful Arts,” as written into the
Constitution’s Intellectual Property Clause, encompass “what we would today call technology
and scientific discovery”).

49. See 151 Eng. Rep. at 1273.

50. See 55 U.S. at 164.

51. See 56 U.S. at 77-78, 114-16.

52. SeeRisch, supra note 44, at 130810 (listing categories of “historical” patents on mills,
steam, plows, pumps, leather, brick, wood, and more, falling into the “mechanical”- and
“materials”-oriented category).

53. See generally Thomas Philbeck & Nicholas Davis, The Fourth Industrial Revolution:
Shaping a New Era, COLUMBIA SIPA J. INT’L AFFAIRS (Jan. 22, 2019), https://
jia.sipa.columbia.edu/fourth-industrial-revolution-shaping-new-era (tecounting the impact of
the iterative eras of industrial revolution on science and technology).
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to grow for a set of resulting inventions that were intertwined with not just

“principles,” but now, “nature.”>*

In 1948, Funk Brothers Seed Co. v. Kato Inoculant Co.” brought a “natural”
invention before the Court, and generated a new version of eligibility

doctrine. >

The patentee claimed a composition of matter, comprising a
favorable combination of bacterial strains.” This invention involved the
exploitation of certain “qualities” of bacterial species; that is, their lack of
mutual inhibition.” As in Nei/son, Ie Roy, and Morse, the patent in Funk Brothers
intersected with a mere correlation—here, between species-specificity and
mutual inhibition. And just like the “principles” of the Industrial Revolution,
this correlation is one that might simply be defined as a “fundamental truth.””’
But unlike the nineteenth century case trilogy, the Court in Funk Brothers
fixated on the “natural” element of the correlation. Justice Douglas referred to
the bacterial “qualities” of mutual non-inhibition as “natural” in almost every
possible permutation: “the work of nature,” a “law of nature,” a “phenomenon

2 << 2 <<

of nature,” “nature’s secret,” a “natural principle,” “natural functioning,” and
“perform[ance] in [a] natural way.”® He then asserted that such “natural”
qualities were “part of the storehouse of knowledge of all men . . . free to all
men and reserved exclusively to none.” ©' Against this nature-oriented
backdrop, the Court noted that while the claimed invention was an
“application” of a “natural principle”—in fact, one that was also “new and
useful”’—it did not “satisfy the requirements of imention or discovery.””* At first

blush, one might think Justice Douglas was reading in “invent[ion] or

54. See MENELL ET AL., supra note 2, at 169.

55. 333 U.S. 127 (1948).

56. See Syed, supra note 8, at 1965 n.95. While “natural” inventions had previously been
discussed, it was only Funk Brothers that rose to the level of disturbing Neilson’s eligibility
standard. See Lefstin, supra note 24, at 609-23.

57.  Funfk Brothers, 333 U.S. at 138 n.1 (presenting a representative claim from the asserted
patent). At the time of the invention, farmers often inoculated crops with bacterial strains to
support plant growth, leveraging the symbiotic, nitrogen-fixing properties of Rbizobium
species. Id. at 128-29. However, a single Rhigobium species was typically symbiotic with only
certain types of crops, meaning that those growing multiple crop types needed to customize
inoculants with different bacterial species. Id. Combining multiple Rbizobium species into a
single inoculant product failed because different bacterial species were mutually inhibitive. Id.
at 129-30. Uniquely, the claimed inoculant combined a specific set of strains, across bacterial
species, that were mutually mon-inbibitive, and therefore favorable for use in agricultural
applications. Id. at 130.

58. Id.

59. Le Roy v. Tatham, 55 U.S. 156, 175 (1852).

60. Funk Brothers, 333 U.S. at 130-32.

61. Id

62. Id. at 131 (emphasis added).
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discover|[y]” from the eligibility statute itself.”> But to support this assertion, he
cited Cuno Engineering Corp. v. Automatic Devices Corp.,** a 1941 case that
established a substantive “inventive step” or “non-obvious” requirement for
patentability—now codified as § 103.” This grafted an aggressively elevated
standard on top of Neilsor’s original articulation.” The mere application of a
“principle”—now, cast as a “natural” concept—would only be patent-eligible

if also “inventive.”®’

Scholars have since noted the drastic impact of Funk Brothers new
“inventive application” standard on eligibility doctrine.”® And in parallel, a
fledgling policy rationale for patent znmeligibility had also emerged, switling
around the fear of patenting “nature.” ” Tellingly, in the Funk Brothers
concurrence, Justice Frankfurter expressed concerns with the introduction of

(113

“vague and malleable terms” such as ““the work of nature’ and the ‘laws of
nature,”” because “[e]verything that happens may be deemed ‘the work of
nature,” and any patentable composite exemplifies in its properties ‘the laws of
nature.” " Still, however, “nature” was irreversibly introduced into the

vocabulary of patent ineligibility, where it would remain.
2. Track Two: “Formulaic” Ineligibility

As inventions continued to circulate around “nature” at the precipice of
the biotechnology revolution, simultaneous developments carried another
category of patents into the digital age, introducing a new swath of patent
eligibility problems.” So, the Court articulated a new type of ineligible subject
matter in 1972, in Gottschalk v. Benson.” The claims in Benson were directed to
methods of converting binary coded decimal numbers into pure binary
numerals.” This invention was related to a concept that the Court marked as
“ineligible” the “mathematical procedure,” or “algorithm,” used for the

63. 35 U.S.C. § 101 (“Whoever snvents or discovers any new and useful process, machine,
manufacture, or composition of matter, or any new and useful improvement thereof, may
obtain a patent therefor.”) (emphasis added).

64. 314 US. 84 (1941).

65. Syed, supra note 8, at 1968—69.

66. Lefstin, supra note 24, at 623.

67. Seeid. at 629.

68. See id. at 631 (“[Clommentary in the immediate wake of Funk Brothers recognized its
true nature . . . [having] demanded inventive application as a condition of patentability.”).

69. Syed, supra note 8, at 1965, 1967—68.

70.  Funk Brothers, 333 U.S. at 134-35 (Frankfurter, J., concurring).

71. See MENELL ET AL., supra note 2, at 268.

72. 409 U.S. 63, 70-72 (1972).

73. Id. at 73-74 (excerpting representative claims from the asserted patent).
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conversion.”* Citing Ie Roy, Morse, and Funk Brothers, the Court invalidated the
patent, treating the “algorithm” as an “abstract intellectual concept[]” that was
a “basic tool[] of scientific and technological work.”” Herein was a new, more
explicit articulation of what the Court perhaps feared most for patents directed
to ineligible subject matter: a patent with “no substantial practical application
except in connection with a digital computer ... would wholly pre-empt the
mathematical formula.””® Interestingly, the Court proposed a method of
restoring eligibility to the offending “algorithm” that felt lighter than that of
Funk Brothers:”" “[t]ransformation and reduction of an article ‘to a different
state or thing”” might lend eligibility to claims not directed to “particular
machines,” e.g., non-physicalized “algorithms.”” This case was the first time
that an “abstract idea” was explicitly excluded as ineligible subject matter.”

Then, in 1978, the Court expanded Benson and the exclusion of algorithms
in Parker v. Flook.* The claims in Flook were directed to methods of updating
an alarm limit based on present values.” Again, this invention involved a
freshly “ineligible” concept: the “mathematical algorithm or formula” used to
calculate the updated alarm limit value.® But instead of offering Bensor’s
relaxed “transformation” suggestion to restore eligibility to such an
“algorithm,” the Court in Flook proposed an “inventive application” standard,
much like in Funk Brothers.*”> And, incorrectly, the Court linked this proposal

74. Id. at 65, 67.

75. Id. at 67.

76. Id. at 71-72 (emphasis added); see also Mark A. Lemley, Michael Risch, Ted Sichelman
& R. Polk Wagner, Iife After Bilski, 63 STAN. L. REV. 1315, 1343, 1339-41 (emphasizing pre-
emption considerations in § 101 analyses); Joyce C. Li, Preemption, Diagnostics, and the Machine-
or-Transformation Test: Federal Circuit Refinement of Biotech Method Eligibility, 32 BERKELEY TECH.
L.J. 379, 408 n.194, 408—11 (2017) (same).

77. See Syed, supra note 8, at 1971.

78.  Benson, 409 U.S. at 70. Professor Syed details how the Court’s perception of patent-
ineligible subject matter developed against a backdrop of ovetly “physicalist” concerns, rooted
in a fundamental misconception as to the true “object” of a patent right. See Syed, supra note
8, 195861, 1977-80. This problem is particularly salient for digital age inventions that heavily
intersected with mathematical formulas and algorithms, given their inherently “intangible”
nature. See id. at 1969-72.

79. Lefstin, Menell & Taylor, supra note 13, at 559 n.29.

80. 437 U.S. 584 (1978).

81. Id. at 585.

82. Id. at 586.

83. Id. at 594; Lefstin, supra note 24, at 641 (“[TThe core of Flook|| [is] the difference
between an unpatentable principle and a patent-eligible invention is invention in the
application. But Flook took this core from Funk Brothers.”).
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to Neilson.** Together, Benson and Flook laid the foundation for a second track

of ineligible subject matter: “algorithms” or “formulas.”™

C. EVOLUTION OF THE M.AYO/ ALICE 'TWO-STEP TEST

In the early 1980s, the Court redrew the patent eligibility standard yet again,
first with a “natural,” then a “formulaic” invention. In Diamond v. Chakrabarty,
the asserted patent claimed a Psexdomonas bacterium expressing at least two
types of hydrocarbon-degrading plasmids.*® As in Funk Brothers, a “natural”
concept lurked within: the idea that bacteria are “products of nature.” Here,
for the first time, the Court expressed a version of the modern-day judicial
exceptions—laws of nature, physical phenomena, and abstract ideas”—
apparently distilling these three areas out of Flook, Benson, Funk Brothers, Morse,
and I¢ Roy.” But unlike the elevated standard of Funk Brothers and Flook, the
Court in Chakrabarty adopted a relaxed approach, holding that because the
patentee’s bacterium had “markedly different characteristics from [bacteria]
found in nature’—that is, the carriage of plasmids—the invention was directed
to patentable subject matter.” Indeed, Chief Justice Burger went so far as to
assert that Congress intended for “anything under the sun that is made by
man” to be patentable.” This decision opened up patent eligibility for
genetically modified organisms,” which for many years would lie at the heart
of the biotechnology revolution.

The following year, the Court applied a similarly lowered eligibility
standard to a “formulaic” invention. In Diamond v. Diebr, the asserted patent
claimed methods for molding synthetic rubber compounds.” As in Benson and

84. Others have provided far more comprehensive accounts of the Flok Court’s
mistaken reading of Neilson. See, eg., MENELL ET AL., supra note 2, at 286-87; Lefstin, supra
note 24, at 581-87.

85. See Syed, supra note 8, at 1969—72. Notably, the Court also did not clarify how these
concepts were distinct from the “natural” correlations of Nedson, Le Roy, Morse, and Funk
Brothers. Professor Syed notes the confusion in the canonical listing of the three judicial
exceptions (laws of nature, natural phenomena, and abstract ideas) in that both “natural
phenomena” and “abstract ideas” include concepts within the “laws of nature” category, and
instead suggests that these ineligibility categories should be termed “laws of nature, products
of nature, and abstract formulas.” Id. at 1977-78.

86. 447 U.S. 303, 305 (1980).

87. 1d. at 300.

88. Id. at 309 (citing this exact set of cases).

89. Id. at 310 (emphasis added).

90. Id. at 309 (relying on the legislative history of the 1952 Patent Act).

91. MENELL ET AL., supra note 2, at 287.

92. 450 U.S. 175, 220 n.5 (1981) (excerpting representative claims from the asserted
patent).
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Flook, the methods involved a “formula.”” But the Court seemed to slightly
step back from the heightened standards of either case, although not quite to
the leniency of Neilson, Le Roy, and Morse. First, Justice Rehnquist framed the
current version of the three judicial exceptions to patent eligibility—"laws of
nature, natural phenomena, and abstract ideas”—citing to Flook, Benson, and
Funk Brothers.”* He also noted that ““novelty’ ... is of no relevance in
determining whether the subject matter of a claim falls within the § 101
categories of possibly patentable subject matter,””” apparently overruling the
“inventive application” concept of Funk Brothers or Flook.” And finally, he
affirmed a Benson-esque “transformation” requirement for “formulaic”
inventions, asserting that “limit[ing] the use of a formula to a particular
technological environment” could not overcome the presumption of
ineligibility.”” Undoubtedly, Diehr introduced immense confusion as to the
status of Flook.” But just as Chakrabarty expanded the eligibility of “natural,”
biotechnology-type inventions, Diehr did the same for “formulaic,” software-
type inventions.

Predictably, biotechnology and software patents exploded in the years
following Chakrabarty and Diehr.” Unfortunately, however, the newly relaxed
standards for patent eligibility also inspired an influx of internet-related and
business method patents, many of which were met with disdain.'” This
anchored the later enactment of the Mayo/ Alice test, as the Court attempted to
reel in patent issuance with yet another redefined eligibility standard.

After three decades of silence as to patent eligibility, in 2010, the Court
granted review of a Federal Circuit case on a “formulaic” business method
patent. In Bilski v. Kappos,'”' the asserted patent claimed a business method for

93. Id at 187.

94. Id. at 185.

95. Id. at 188-89.

96. MENELL ET AL., s#pra note 2, at 288.

97. Diebhr, 450 US. at 191-92 (stating that an unpatentable principle cannot be
transformed into a patentable process without significant “postsolution activity”).

98. Seeid. at 21316 (Stevens, J., dissenting).

99. See MENELL ET AL., supra note 2, at 289. This movement arguably spurred the
development of startup culture, as expanding patent portfolios lent credibility to eatly-stage
business endeavors, helping many small companies attract investors. Id.

100. Id.; Syed, supra note 8, at 1974. Many have argued that both software and business
method inventions should be viewed as categorically incapable of meeting a threshold of
patentability. See, e.g., Ognjen Zivojnovic, Patentable Subject Matter After Alice— Distingnishing
Narrow Software Patents from Overly Broad Business Method Patents, 30 BERKELEY TECH. L.J. 807,
808-09 (2015); Issie Lapowsky, EFF: If You Want to Fix Software Patents, Eliminate Software
Patents, WIRED (Feb. 25, 2015, 9:00 PM), https://www.wired.com/2015/02/eff-eliminate-
software-patents/.

101. 561 U.S. 593 (2010).
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“managing the consumption risk costs of a commodity,” that is, hedging risks
during trading of commodities. The Court invalidated the patent as ineligible
subject matter, stating that the claims merely reduced “the basic concept of
hedging,” into “a mathematical formula . . . just like the algorithms at issue in
Benson and Flook.”"”” The Court further held that granting such a patent “would
pre-empt use of thle] approach in all fields.” ' With this, the Court
reilluminated Benson’s “pre-emption” fears, and resurrected a higher, pre-Diehr
standard for assessing the eligibility of “formulaic” inventions. The next four
years saw three decisions that solidified this version of the eligibility standard
for two “natural” inventions and one “formulaic” invention.

First, in Mayo, the asserted “natural” patent was directed to drug dose
optimization, specifically, determining the appropriate dosage level of a
nucleoside analog to treat inflammatory bowel disease.'” The Court asserted
that the claims recited a “law of nature”—the correlation between the
thiopurine drug dosage administered to a patient, the resulting toxic
metabolites produced in their body, and the overarching toxicity and/or
therapeutic efficacy of treatment.'” Then, the Court asked “whether the claims
do significantly more than simply describe these natural relations,” suggesting
a search for a Funk Brothers-esque “inventive concept” to “transform an
unpatentable law of nature into a patent-eligible application of such a law.”'"
Failing to find one, the Court held that the asserted claims were ineligible under
§ 101.1()7

Then, in Myriad, the asserted “natural” patent was directed to BRCA1
genomic DNA (claim 1) and ¢cDNA (claim 2).'” Based on the Court’s
subjective interpretation of what “naturally occurring” meant for the exons
and introns of DNA, it held that claim 2—involving cDNA—did “not present
the same obstacles to patentability as naturally occurring, isolated DNA
segments” and was thus eligible under § 101, falling outside of the scope of

102. 1d. at 611.

103. 1d. at 612.

104. Mayo Collaborative Setvs. v. Prometheus Lab’ys, Inc., 566 U.S. 66, 72, 77, 82 (2012).

105. See 7d. at 76.

106. Seeid. at 77, 82.

107. See id.

108. Ass’n for Molecular Pathology v. Myriad Genetics, Inc., 569 U.S. 576, 584 (2013).
BRCAL1 is a gene that encodes for a protein that researchers have linked to the development
of breast cancer. Id. The claims of the asserted patent in Myriad were not formally construed,
so this interpretation is based on the district court’s presumption that claim 1 was directed to
“naturally occurring” DNA. Ass’n for Molecular Pathology v. U.S. Pat. & Trademark Off.,
702 F. Supp. 2d 181, 217 (S.D.N.Y. 2010).
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the judicial exceptions.'” The “naturally occurring” DNA of claim 1, on the
other hand, was deemed to be an ineligible product of nature (encompassed
within the “natural phenomena” judicial exception).'"” As in Mayo, the Court
held that the “isolation” of BRCA1 genomic DNA involved the mere non-
nventive separation of the DNA from its flanking genomic regions, and
therefore invalidated claim 1 under § 101.""

Finally, in A/ice, the asserted “formulaic” patent was directed to a business
method of mitigating settlement risks by using third-party intermediaries.'"
Drawing a parallel to the formulaic business method of Bilsks, the Court held
that the invention was “drawn to the abstract idea of intermediate settlement,”
and that there was no “inventive concept” present in its application.'”
Invalidating the claims under § 101, the Court emphasized the foreboding
concept of a “fundamental truth” '* and the attendant “pre-emption
concern” '™ for the final time, and then crystallized the current two-step

Mayo/ Alice test.''

The test is as follows: first, one must determine if the asserted claim is
directed to a patent-ineligible concept, ie., a law of nature, natural
phenomenon, or abstract idea (step one).'"” If so, the claim is presumptively
ineligible for patent protection, unless one can identify some “inventive
concept” embodied within the claimed invention that is “sufficient to ensure
that the patent in practice amounts to significantly more than a patent upon the
ineligible concept itself,” beyond “well-understood, routine, conventional
activity” (step two).''®

After Alice in 2014, the Court stepped away from patent eligibility, leaving
district courts and the Federal Circuit to apply the Mayo/ Alice test on their
own. ' This has not gone well. Many view the new Mayo/ Alice test as

109. Myriad, 569 U.S. at 594-95 (emphasis added). The Myriad Court has received intense
criticism of its scientific outlook; however, it was fechnically correct at least in noting that the
“natural” genomic DNA of claim 1 is measurably distinct from cDNA. The former contains
both coding (exon) and non-coding (intron) regions, and the latter contains only coding (exon)
regions and is typically produced by laboratory technicians.

110. Id. at 579.

111. Id. at 591.

112. Alice Cotp. v. CLS Bank Int’], 573 U.S. 208 (2014).

113. Id. at 212.

114. Id. at 220.

115. Id. at 223.

116.  See 7d. at 217-18.

117. Id. at 217 (citing Mayo Collaborative Servs. v. Prometheus Lab’ys, Inc., 566 U.S. 66,
77 (2012)).

118. Id. at 217-18 (quoting Mayo, 566 U.S. at 72-73).

119. Lefstin, Menell & Taylor, s#pra note 13, at 555-56.
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antagonistic towards innovation, given the cabined scope of eligibility for
certain technologies.'”’ To summarize the problems with the Mayo/ Alice test:
on the one hand, it appears that the test stems from a protracted
misunderstanding of the nineteenth century case law on patenting “principles.”
On the other, the test seems to capture the Court’s sensible ambivalence
towards “natural” or “formulaic” inventions that threaten to “wholly pre-
empt”'?! something that is a “fundamental truth”'** or “part of the storehouse
of knowledge of all men.”'® Such inventions run the risk of limiting, rather
than promoting innovation, and are thus incompatible with the fundamental
purpose of the patent system.'** Setting this venerable policy rationale aside,
however, the Mayo/ Alice test left the three issues'® from Neilson, e Roy, and
Morseunresolved: (1) the meaning of an invention “directed to” a law of nature,
natural phenomenon, or abstract idea is unclear (expanding upon the previous,
elusive concept of a “principle”); (2) the degree of “inventive application”
required to restore eligibility to one of these otherwise unpatentable judicial
exceptions is confusing (replacing the previous, undefined degree of
“embodiment” or “practical application”); and (3) the entire eligibility standard
remains anchored in a “markedly ahistorical reading” of foundational case law
(maintaining the nineteenth century confusion of enablement and claim

construction case law into eligibility doctrine).'*

D. IMPACT OF THE M.AYO/ ALICE TEST ON “NATURAL” AND
“DIAGNOSTIC” INVENTIONS

“Diagnostic” inventions provide a particularly useful case study into the
problems of the Mayo/ Alice test, with American Axle emerging as a variant at
the end of this grouping. The Court’s § 101 jurisprudence has had a striking
impact on patent eligibility in this arena because diagnostic inventions are often
perceived as “natural”—a biological correlation is typically leveraged to infer

120. See USPTO Eligibility Report 2022, supra note 19, at 21, 25, 28. The now-routine
ineligibility of life sciences and computational inventions has spurred patent applicants in both
areas to express great frustration with the Court’s § 101 jurisprudence. See Lefstin, Menell &
Taylot, supra note 13, at 555; USPTO Eligibility Report 2017, supra note 18, at 34-38. Beyond
the dispatate impact on these technological ateas, the Mayo/ Alice test would also atguably
render some of the “most famous|ly] patented inventions” ineligible today—that is, “historic”
patents mostly comprising mechanical inventions embodied in tangible, physical instruments.
See Michael Risch, Nothing is Patentable, 67 FLA. L. REV. F. 45, 51-53 (2015) (providing examples
in Table 3, such as the electric motor, Morse code, or the light bulb).

121. Gottschalk v. Benson, 409 U.S. 63, 71-72 (1972).

122. Le Roy v. Tatham, 55 U.S. 156, 175 (1852).

123. Funk Bros. Seed Co. v. Kalo Inoculant Co., 333 U.S. 127, 130 (1948).

124. U.S.CoONST. art. 1, § 8, cl. 8.

125. See discussion supra Section I1.A.

126. Lefstin, Menell & Taylor, supra note 13, at 560.
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a physiological “state” (e.g., disease, resistance, responsiveness) based on the
presence of a biological “marker” (e.g., a macromolecule such as DNA, RNA,
or protein, or a by-product such as a metabolite derived from an administered
drug)."””’

Here, several cases follow a similar pattern. An inventor holds a patent on
some form of medical diagnostic strategy, which links an underlying “marker”
with the identification of some health-relevant “state.” The patent is then
challenged for validity under § 101, and like Mayo or Myriad, it is invalidated
due to its intersection with a “natural” concept. And inventors, patent
examiners, scientists, and even judges at the Federal Circuit bemoan the
resulting invalidity and emphasize that the invention is remarkably innovative.
In Ariosa Diagnostics, Inc. v. Sequenom, Inc., the invalidated patent claimed
“methods of using cffDNA,” including “making a diagnosis of certain fetal
characteristics based on the detection of paternally inherited cffDNA”—the
marker here is cffDNA; the state is the fetal characteristic.'*® Many viewed this
as an extraordinary invention that merited patent protection.'” In Cleveland
Clinic Foundation v. True Health Diagnostics 1.1.C, the invalidated patent claimed
“methods for characterizing a test subject’s risk for cardiovascular disease” by
measuring endogenous myeloperoxidase levels—the marker,
myeloperoxidase; the state, cardiovascular disease.” Again, many felt that this
invention should have been patent-eligible; in fact, the PTO had published a
hypothetical example—strikingly similar to the claims at issue in Cleveland
Clinie—that it deemed patent-eligible.””" And in Athena Diagnostics, Inc. v. Mayo
Collaborative Services, 1.I.C, the invalidated patent claimed “methods for
diagnosing neurological disorders” by detecting anti-muscle-specific tyrosine
kinase (MuSK) antibodies—the marker, anti-MuSK antibodies; the state, the

127. Robert M. Califf, Biomarker Definitions and their Applications, 243 EXPERIMENTAL
BIOLOGY & MED. 213, 213-15. For example, the invasiveness (state) of breast cancer can
often be inferred from increased HERZ oncogene expression (marker). Cristina Gravalos &
Amaya Jimeno, HER?2 in Gastric Cancer: A New Prognostic Factor and Novel Therapeutic Target, 19
ANNALS ONCOLOGY 1523, 1523 (2008); see also N. Lynn Henry & Daniel F. Hayes, Cancer
Biomarkers, 6 MOLECULAR ONCOLOGY 140 (2012) (describing the identification and use of
biomarkers for cancer diagnostics).

128. 788 F.3d 1371, 1373-74 (Fed. Cir. 2015). “cffDNA” refers to cell-free fetal DNA.

129. See, eg, id at 1380-81 (Linn, J., concurring) (deeming the invention “truly
meritorious”).

130. 859 F.3d 1352, 1356 (Fed. Cir. 2017). Myeloperoxidase is an enzyme associated with
inflaimmatory immune responses. Amjad A. Khan, Mohammed A. Alsahli & Arshad H.
Rahmani, Myeloperoxidase as an Active Disease Biomarker: Recent Biochemical and Pathological
Perspectives, 6 MED. SCIS. (BASEL) 1, 1-3 (2018).

131.  Federal Circuit Clarifies PI'O Guidance Regarding Subject Matter Eligibility, MORGAN LEWIS
(Apt. 3, 2019), https://www.motganlewis.com/pubs/2019/04/federal-circuit-clatifies-pto-
guidance-regarding-subject-matter-eligibility#_ftn4.
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neurological disorder."”” The “cry for help”'” after Athena was even further
exaggerated, with eleven amici briefs filed supporting the ultimately
unsuccessful certiorari petition."*

In all of these cases, " district courts and the Federal Circuit offered similar
reasoning in finding ineligibility. Diagnostic methods are necessarily “directed
to” laws that judges view as “natural.” To be sure, the concept of a biological
marker—the target of medical diagnostics—is theoretically a “natural” one,
typically being a macromolecule that is endogenous to the human body and
reflective of internal physiology. Thus, all marker-state relationships can be
judicially interpreted as “natural” laws under step one of the Mayo/ Alice test.
So, the test proceeds to step two, requiring an “inventive concept” within the
invention—where the diagnostics fail. Most diagnostic approaches apply the
marker-state relationship to simply assess the state, using routine techniques
in the art. And this does not meet the “inventive” standard of the Mayo/ Alice
test.

Of course, a measure of “inventiveness” is already embedded within
diagnostic inventions—just not in a format suited to the Mayo/ Alice test. It is
the mere use of the marker-state relationship 7 assess the state that many would
deem “inventive”—swallowed entirely by Mayo/ Alices step two." Thus,
medical diagnostic inventions have become presumptively ineligible for patent
protection, to the concern of many."” But worse yet is that the medical

132. 915F.3d 743, 74647 (Fed. Cir. 2019). Anti-MuSK antibodies are produced in people
with conditions such as myasthenia gravis, and are part of an autoimmune response against
important endogenous proteins.

133. Petition for Writ of Certiorari, Athena, 140 S. Ct. 855 (2020).

134. Dennis Crouch, Athena v. Mayo: Strong Amicus Support, PATENTLYO (Nov. 6, 2019),
https://patentlyo.com/patent/2019/11/athena-strong-support.html.

135. But see Vanda Pharms Inc. v. West-Ward Pharms Int’l Ltd., 887 F.3d 1117, 1121 (Fed.
Cir. 2018) (providing an exception to the aforementioned set of cases, where the asserted
patent claimed “method|s] for treating schizophrenia patients with iloperidone” using patient
genotype and cytochrome P450 2D6 metabolic activity—the matker, cytochrome P450 2D6;
the state, iloperidone responsiveness). Unlike the other diagnostic cases, the Federal Circuit
held that the claims in Vanda were patent-eligible, despite a striking parallel between 1anda
and Mayo. Id. at 1130.

136. Of course, assessing inventiveness in this way would necessarily involve an
examination of the relevant prior art. MPEP § 2141 (9th ed. Rev. 10, June 2020) (providing
the examination guidelines for assessing patentability under § 103).

137. See, eg, Rebecca S. Eisenberg, Prometheus Rebound: Diagnostics, Nature, and
Mathematical Algorithms, 122 YALE L.J. ONLINE 341 (2013) (explaining the uncertain impact of
Mayo on the subject matter eligibility of molecular diagnostic inventions); Philip Merksamer,
Ariosa Diagnostics v. Sequenom: Metastasis of Mayo and Mytiad and the Evisceration of Patent
Eligibility for Molecular Diagnostics, 31 BERKELEY TECH. L.J. 495 (2015) (arguing that together,
Mayo and Myriad eviscerated eligibility for molecular diagnostics); Lauren Matlock-Colangelo,
Broadly Unpatentable: How Broad Method Claims Have Limited Patentability of Diagnostic Inventions,
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diagnostics and “natural” correlations of Ariosa, Cleveland Clinic, and Athena are
not far from those from the nineteenth century era case law in Nez/son, Ie Roy,
and Morse. The correlations of cffDNA with fetal characteristics, **
1 and anti-MuSK antibodies

are of the same “natural” quality as the

myeloperoxidase with cardiovascular disease,
with neurological disorders '*
correlations of heated air with ignition efficiency,'*! heated lead and wrought
pipe continuity,'** "

American Axle shows that such a correlation can also be drawn out of a

and galvanic character with distanced character printing.

“mechanical” invention, suggesting that the wrath of § 101 is not as specific to
the life sciences as previously framed.

III. AMERICAN AXLE
A. CASE SUMMARY

As in Ariosa, Cleveland Clinic, and Athena, the Federal Circuit invalidated yet

another “natural” correlation-based invention under § 101 in Awmerican Axile."**

119 CorLuM. L. REV. 797 (2019) (addressing the issue of overbroad claims in the diagnostic
invention space); Li, supra note 76 (summarizing Federal Circuit case law relating to
biotechnology inventions with a focus on medical diagnostic inventions). Fundamentally, the
complaint is that patent protection is critical for diagnostic inventions, albeit not as
conclusively as for pharmaceutical products. See Lefstin, Menell & Taylor, supra note 13, at
582-83.

138. Ariosa Diagnostics, Inc. v. Sequenom, Inc., 788 F.3d 1371, 1373-74 (Fed. Cir. 2015).

139. Cleveland Clinic Found. v. True Health Diagnostics LLC, 859 F.3d 1352, 1356 (Fed.
Cir. 2017).

140. Athena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC, 915 F.3d 743, 746—47
(Fed. Cit. 2019).

141. Neilson v. Harford, 151 Eng. Rep. 1266, 1273 (1841).

142. Le Roy v. Tatham, 55 U.S. 156, 164 (1852).

143. O’Reilly v. Morse, 56 U.S. 62, 77-78, 114-16 (1854).

144. 967 F.3d 1285 (Fed. Cir. 2020). There is a complex procedural history leading up to
the final Federal Circuit opinion in American Axle. American Axle & Manufacturing, Inc.
(American Axle) first sued Neapco Holdings LLC (“Neapco”) in 2015, for infringement of
U.S. Patent No. 7,774,911. Am. Axle & Mfg., Inc. v. Neapco Holdings LL.C, 309 F. Supp. 3d
218 (D. Del. 2018). The district court invalidated the American Axle patent. Id. Then,
American Axle appealed to the Federal Circuit, which affirmed the district court’s holding.
Am. Axle & Mfg., Inc. v. Neapco Holdings LLC, 939 F.3d 1355 (Fed. Cir. 2019). American
Axle then petitioned for both a panel rehearing and a rehearing en banc. The Federal Circuit
granted the panel rehearing and withdrew the previous opinion. Am. Axle & Mfg., Inc. v.
Neapco Holdings LLC, 966 F.3d 1294 (Fed. Cir. 2020). Issuing a modified opinion after
rehearing, the Federal Circuit affirmed the district court decision again, with similar reasoning
to the initial opinion and a few key analytical changes. Am. Axle & Mfg., Inc. v. Neapco
Holdings LLC, 967 F.3d 1285 (Fed. Cir. 2020). This is the opinion that this Note will focus
on. The same day that the refreshed American Axle opinion was issued, the Federal Circuit
denied the petition for rehearing en banc in an evenly split, 6-6 vote—yielding 5 different
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The asserted patent was directed to “an improved method for damping various
types of vibrations in a hollow [drive]shaft.”'* In an automobile, the driveshaft
is the part of the vehicle that connects the transmission to the axle shaft and
transmits drive torque (rotary power) from the engine to the wheels."** This
positioning makes driveshafts vulnerable to vibrations that produce
undesirable, disruptive noise for passengers.'”’ American Axle’s invention
addressed this problem with the application of liners to driveshafts to attenuate
those vibrations.'*® Liners are susceptible to vibration—just as driveshafts
are—but may vibrate at different frequencies, allowing for dampening of the
vibration of the driveshafts that they might embrace.'® Leveraging this
concept, the claimed method of manufacture in the asserted patent included a
step where variables of the liners (e.g., mass, stiffness) are tuned' to alter the
ability for the liner to dampen vibration in the driveshaft.""

The Federal Circuit invalidated American Axle’s patent using the
Mayo/ Alice test.” Under step one, Judge Dyk identified the claims to be
directed to “use of a natural law of relating frequency to mass and stiffness—

opinions written by Judges Dyk, Chen, Newman, Stoll, and O’Malley. Am. Axle & Mfg., Inc.
v. Neapco Holdings LLC, 966 F.3d 1347 (Fed. Cir. 2020). American Axle then filed a petition
for certiorari to the Supreme Court, but as in every patent eligibility case since Adice, the
petition was denied. Am. Axle & Mfg., Inc. v. Neapco Holdings LLC, 142 S.Ct. 2902 (2022).

145. U.S. Patent No. 7,774,911 col. 2 1l. 40-41. The specification describes three types of
vibration that can occur: bending (lateral) mode, torsion mode, and shell mode. Id. at col. 1 1L
42-43.

146. See id. at col. 4 11. 20-31.

147. See id. at col. 1 ll. 8-27, 39-43 (noting that driveshafts are typically made of a
“relatively thin-walled steel or aluminum tubing and as such, can be receptive to various
driveline excitation sources . . . [that] cause the [drive]shaft to vibrate”).

148. Brad M. Scheller, Andrew H. DeVoogd & Matthew A. Karambelas, SCOTUS Declines
to Answer Calls for Clarification in American Axle v. Neapeo, NAT’LL. REV. (July 13, 2022), https://
www.natlawreview.com/article /scotus-declines-to-answer-calls-clarification-american-axle-v-
neapco.

149. See U.S. Patent No. 7,774,911 col. 7-8.

150. In the initial claim construction hearing, the court construed the “tuning” terms of
U.S. Patent No. 7,774,911 (hereinafter, “the 911 patent”) to mean “controlling characteristics
[of a liner, e.g., mass or stiffness] . .. to match a relevant frequency or frequencies to reduce
at least two types of vibration.” Put differently, here, to “tune” a liner refers to altering certain
properties of it (e.g., mass, stiffness) for an expected output (e.g., frequency of vibration). Am.
Axle & Mfg., Inc. v. Neapco Holdings LL.C, No. 15-1168-LPS, 2017 WL 1334733, at *5 (D.
Del. Apt. 7, 2017).

151. U.S. Patent No. 7,774,911 col. 10 1l. 10-27. Independent claims 1, 22, and 36 of the
’911 patent were all directed to attenuating two forms of vibration: shell mode and bending
mode. Id. at col. 10, 11. 10-27, col. 11, II. 24-36, col. 12, 1I. 32-47.

152. Am. Axle & Mfg., Inc. v. Neapco Holdings LL.C, 967 F.3d 1285 (Fed. Cir. 2020).
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i.e., Hooke’s law.”" The court held that representative claim 22 was “directed
to a natural law because it clearly invokes a natural law, and nothing more, to
accomplish a desired result.”>* Moving to step two, the court held that the
claims failed to identify an “inventive concept,” highlighting again that they
did “nothing more” than instruct one to apply Hooke’s law when designing a

driveshaft liner to reduce vibration.'*

Judge Moore wrote a fervent dissent, arguing that the claims were in fact
not directed to Hooke’s law under step one, nor did they lack an inventive
concept under step two."® She described the majority’s new explanation for
why claim 22 was directed to Hooke’s law as the freshly introduced “nothing
more” test, which inappropriately requires appellate judges to “resolve
questions of science de novo on appeal,” playing the role of scientific
experts."”’

B. ANALYSIS OF THE M.AYO/ ALICE TEST IN_AMERICAN AXLE

American Axle llustrates that current § 101 eligibility doctrine imposes an
elevated hurdle for even mechanical devices that are perceived to be “natural.”
Is this outcome acceptable? Should American Axle’s driveshaft invention—
and others like it—be deemed ineligible for patent protection? This Note
submits that the Mayo/ Alice test has narrowed patent eligibility for the wrong
types of inventions, by asking the wrong questions of patent examiners and
courts. American Axle is a useful case to illustrate the flaws in both steps of the
Mayo/ Alice test, justifying its removal and replacement with an alternative
standard under § 101. This Section will first present the problems with the
Mayo/ Alice test, as demonstrated by American Axle, to advocate for its removal
from eligibility doctrine. Part IV will then propose a replacement standard
under § 101.

1. Step One of Mayo/ Alice and the Ineligibility Bars

Step one of the Mayo/ Alice test sets out an inescapable trap in asking if the
asserted claim is directed to a law of nature, natural phenomenon, or abstract

153. Id. at 1294. Hooke’s law is a formula used to calculate the force created by a spring
(e.g., a driveshaft) that has been displaced. Michael Oliver, Greasing the Wheels of Patent Law:
Clarifying the Judicial Exceptions via American Axle & Manufacturing, Inc. v. Neapco Holdings
LLC, 29 J. INTELL. PROP. L. 370, 379 (2022). Specifically, it mathematically relates the mass
and/or stiffness of an object to its vibration frequency.

154.  American Axle, 967 F.3d at 1297 (emphasis added).

155. Id. at 1298-99.

156. Id. at 1305 Moore, J., dissenting).

157. Id. at 1309, 1311 Moore, J., dissenting).
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idea. '* This “directed to” question can almost always be answered
affirmatively. Professor Risch aptly proposes that at some level of abstraction,
“every invention will look like an abstract idea or natural phenomenon.”"*’ This
bears similarity to Judge Newman’s dissent from the denied en banc petition
in American Axle, stating that so many inventions can simply be “reduc|ed] to
mathematical abstractions and algorithms,” or Justice Frankfurter’s
concurrence in Funk Brothers, asserting that “[e]verything that happens may be
deemed ‘the work of nature.””'®™ As detailed in Section IL.B, centuries of
eligibility jurisprudence led the Court to select laws of nature, natural
phenomena, and abstractideas as the three ineligible concepts, which this Note
reclassified as either natural or formulaic. Regardless of the nomenclature for
these nebulous ideas, they are interwoven inextricably into most inventions.
The invention in American Axle simply intersected with yet another “natural”
correlation (Hooke’s law), just like the inventions in Neison, Le Roy, Morse,
Ariosa, Cleveland Clinie, and Athena. Like the medical diagnostics, the mwarker in
American Axle was the liner variable (mass and/or stiffness), correlated with
the state of vibration intensity. At this level of abstraction, it is hard to imagine
an invention without such a correlation.

This Note argues that this problem is enough to warrant the complete
removal of the ineligibility bars from the § 101 standard.'' In theory, the Court
identified laws of nature, natural phenomena, and abstract ideas to be
presumptively ineligible because their standalone patentability runs a greater
risk of undue pre-emption, precluding too much wvaluable follow-on
innovation.'” This, of course, is a very strong policy rationale. But if one can
find a law of nature, natural phenomenon, or abstract idea in azy invention if
sufficiently abstracted, what putpose does step one of the Mayo/ Alice test
serve? Notably, the Court never even articulated a persuasive answer to the
question of why the three ineligible concepts were predisposed to the pre-
emption concern.'® And while many scholars have proposed alternative,
slightly clearer ideological lines along which to partition eligibility'**—a// the

158. Alice Corp. v. CLS Bank Int’l, 573 U.S. 208, 217 (2014) (citing Mayo Collaborative
Setvs. v. Prometheus Lab’ys, Inc., 566 U.S. 66, 77 (2012)).

159. Risch, supra note 120, at 53 (emphasis added).

160. 333 U.S. 127, 134-35 (1948) (Frankfurter, J., concutting).

161. Others have previously proposed and embraced the idea of overruling the ineligibility
bars. See, e.g., Risch, supra note 120.

162. Gottschalk v. Benson, 409 U.S. 63, 71-72 (1972); Bilski v. Kappos, 561 U.S. 593,
611-12 (2010); Alice, 573 U.S. at 216 (2014).

163. Syed, supra note 8, at 1983 n.175.

164. Several scholars have proposed alternative ways of partitioning eligibility. See, eg.,
Lefstin, Menell & Taylor, supra note 13, at 563 n.50 (with “the result of human effort”); id. at
563-64 n.53 (with “physical or tangible form”); id. at 564 (with “practical application”); zd.
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existing suggestions are susceptible to the same fundamental problem.
Defining a concept or a category of concepts as presumptively ineligible forces
patent examiners and courts to perform an abstraction analysis without the
guiderails of experience in that field (i.e., not from the standard perspective of
“one of ordinary skill in the art”).'
subjectivity of such an inquiry; therefore, this Note contends that a line of
ineligibility cannot and should not ever be drawn.

2. Step Two of Mayo/Alice and the Redundant Inguiries

> There is no avoiding the inherent

American Axcle also illustrates the futility of step two of the Mayo/ Alice test,
which inevitably bleeds into the substantive patentability doctrines of § 103
and § 112 by requiring an assessment of the prior art (§ 103) or an interrogation
into the extent of disclosure (§ 112). It is certainly possible that the invention
in American Axle was truly undeserving of a patent grant under § 103 or § 112.
But in carrying out step two of the Mayo/ Alice test, the Federal Circuit
performed covert § 103 and § 112 analyses without the backbone of either
statute to inappropriately invalidate American Axle’s patent on § 101 grounds.

a) From § 101 to § 103

As discussed in Section I1.B.1, the Court in Funk Brothers grafted an
“inventive application” standard into § 101, which the Mayo/ Alice test
solidified into the step two search for an “inventive concept.””'*
notion of inventiveness is also seen in § 103 of the Patent Act, which provides
that an invention must not “have been obvious . . . to a person having ordinary
skill in the art to which the claimed invention pertains.”'”’ To assess patents

But the vague

(with a specified list of categories, e.g., discoveries, scientific theories, mathematical methods,
aesthetic creations, schemes, etc.); Patent Eligibility Restoration Act of 2022, S. 4734, 117th
Cong. (2022) (with an evaluation of “technological” qualities, specifically proposed by Senator
Tillis as a possible legislative reform to § 101); Syed, s#pra note 8, at 1981 (with an assessment
of an “applied” rather than “basic” quality of the claimed invention). In contrast, the Court
partitioned eligibility across a murky ideological line: things that are “fundamental truth[s]” or
“part of the storchouse of knowledge of all men” are ineligible; thus, things that are “non-
fundamental” or perhaps even “anything under the sun made by man” are eligible. Le Roy v.
Tatham, 55 U.S. 156, 175 (1852); Funk Bros. Seed Co. v. Kalo Inoculant Co., 333 U.S. 127,
130 (1948); Diamond v. Chakrabarty, 447 U.S. 303, 309 (1980).

165. MPEP § 2141 (9th ed. Rev. 10, June 2020).

166. Alice, 573 U.S. at 217-18 (quoting Maye, 566 U.S. at 72-73).

167. 35 U.S.C. § 103 (emphasis added). Initially—and controversially—the non-obvious
standard was viewed as a requirement for inventive, creative genius. Cuno Eng’g Corp. v.
Automatic Devices Corp., 314 U.S. 84, 90-91 (1941). The 1952 codification of the modern
§ 103 statute took a step back from the “genius” reference, but left the notion of non-
obviousness intertwined with that of inventiveness. Ryko Mfg. v. Nu-Star, Inc., 950 F.2d 714,
718 (Fed. Cir. 1991).
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under § 103, courts compare claimed inventions against “the scope and
content of the prior art” and theorize what one of skill in the pertinent art
would obviously or non-obviously dream up.'”® And under step two of the
Mayo/ Alice test, the American Axle court did just this. In its very terms, step
two of the Mayo/ Alice test invites a prior art inquity, asking whether the
“inventive concept” is beyond “well-understood, routine, conventional activity
already engaged in by the scientific community.”*°
attempt to answer this question without looking to the prior art, mirroring the
exact analysis that § 103 prescribes. Indeed, Judge Dyk focused on the extent
to which liner manipulation relied upon techniques that were well-known in
the prior art, describing the claimed advance as “simply controlling various
known characteristics of the liner so as to achieve attenuation of two vibration
modes . . . [using methods that were] we// £nown in the automotive industry.”""

? It is hard to see how one could

In other words, the Federal Circuit affirmed that there was no inventive
concept in American Axle because the implementation of the driveshaft
invention was well-known in the field. There are two issues here. First, carrying
out a canonical § 103 analysis under the guise of a § 101 challenge guts the
structure of the patent statutes. Second, it forces judges to carry out a § 103
analysis without robust access to the relevant prior art (namely, extrinsic
evidence to supportt the science).'” Rather than carrying out a comprehensive
prior art analysis—one that would be supported by litigants defending against
a § 103 invalidity challenge—the Federal Circuit judges were left with only the
shreds of § 101 arguments.'”” It may well be that the driveshaft invention in
American Axle did not merit patent protection for a lack of inventiveness over

168. Graham v. John Deere Co., 383 U.S. 1, 17 (1960). Secondary considerations such as
“commercial success, long felt but unsolved needs, [and] failure of others” are also factored
into the § 103 analysis. Id.

169. Mayo, 566 U.S. at 79-80 (emphasis added).

170.  See American Axle, 967 F.3d at 1290.

171. See id. at 1311 (Moore, J., dissenting). Worse yet, as litigants often bring § 101
challenges at early phases of litigation, this pseudo-§ 103 analysis might occur without claim
construction or discovery.

172. To leave open the option of a pseudo-§ 103 analysis under § 101 is to disincentivize
litigants from performing their own comprehensive prior art analyses as part of § 103
challenges. And litigants are much better positioned than the court to perform such an analysis.
See Patke-Davis & Co. v. H.K. Mulford Co., 189 F. 95,115 (C.C.S.D.N.Y. 1991) (noting “the
extraordinaty condition of law which makes it possible for a man without any knowledge of even
the rudiments of chemistry to pass upon such questions as these,” in reference to the court needing
to rely heavily on expert evidence to understand the technical details of the asserted patent)
(emphasis added). If the majority and dissent had been given equivalent access to the prior art,
perhaps their respective interpretations of the “inventive concept” (or lack thereof) in Awmserican
Axle would have converged.
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the prior art in the automobile manufacturing industry. But if so, the asserted
claims should have been invalid under § 103, and not § 101.'”

b) From § 101 to § 112

As discussed in Section IL.A, § 101 and § 112 have been blurred from the
start. Nezlson and Morse, two key nineteenth century “eligibility” cases, both
hinged on disputes about the adequacy of disclosure—a modern § 112
inquiry." Neison set forth that embodiments or applications of “principles”
were patent-eligible, but the patent at issue was truly being challenged for
failing to adequately enable the invention."” Morse then used Neison to reaffirm
the importance of applying a “principle” to achieve eligibility, but again, the
patent at issue suffered from inadequate disclosure.'”® The core elements of

Neilson and Morse would today be strictly defined as § 112 problems.

To meet the § 112 standard, the specification of a patent must adequately
disclose the invention, such that “any person skilled in the art to which it
pertains . . . [could] make and use” it in the same way."” This statute is now
understood to require two distinct elements within the concept of disclosure:
written description and enablement.'” Briefly, the written description doctrine
requires that the specification indicate that the inventor was “in possession”
of the claimed invention as of the application filing date.'” The enablement
doctrine requires that the patent owner adequately teach and support the entire

range of embodiments set out in the patent claims.'”

173. See Brief of Professors Jeffrey A. Lefstin & Peter S. Menell as Amici Curiae in
Support of Petitioner for a Writ of Certiorari at 6-7, Am. Axle & Mfg., Inc. v. Neapco
Holdings LLC, 142 S.Ct. 2902 (2022) (No. 20-891), 2021 WL 859724 [hereinafter Lefstin &
Menell Brief].

174. Lefstin, supra note 24, at 581-82, 596-97.

175. See id. at 580; Lefstin & Menell Brief, supra note 173, at 11.

176. See Lefstin, supra note 24, at 596-97.

177. 35 US.C. § 112(a).

178. These two requirements were deemed to be distinct in 2010. Ariad Pharms. v. Eli
Lilly & Co, 598 F.3d 1336 (Fed. Cir. 2010) (en banc). Ariad set out a guid pro guno rationale of
patent protection: that inventors should only be awarded the exclusionary, negative rights to
their inventions if they give the public something in return—more than the mere existence of
their invention in the world. Id. at 1345; Jacob Adam Schroeder, Written Description: Protecting
the Quid Pro Quo Since 1793, 21 FORDHAM INTELL. PROP. MEDIA & ENT. L.J. 63, 66—67 (2010).
A third requirement (best mode) exists within the statute but is now deemed irrelevant for
modern patent practice. MENELL ET AL., s#pra note 2, at 262.

179. MENELL ET AL., supra note 2, at 273.

180. Id. at 263.
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The invention in American Axle seemed to pose a conventional § 112
problem." The court focused on a lack of information as to how to craft the
liner and drive shaft, and the absence of “any physical structure or steps for
achieving the claimed result.”'** Bizarrely, Judge Dyk used these deficiencies
to conclude that the driveshaft invention lacked an “inventive concept” under
step two of the Mayo/ Alice test, rather than that it more plausibly failed to meet
the § 112 enablement standard.

Here, there are another two underlying issues: the implementation of a
canonical § 112 analysis shoehorned into a § 101 challenge (1) guts the
structure of the patent statutes, and (2) forces judges to carry out a § 112
analysis without the boundaries of the actual statute.'” As Judge Newman
described in her dissent, the majority’s analysis required the patent claims to
go beyond mere definiteness, “inject[ing] a heightened enablement
requirement into the § 101 analysis” that failed to adequately refer back to the
specification. '* Section 112—on its own—is better positioned to do the
analysis that the American Axle court grasped at. And recent decisions even
suggest a trend towards intensifying the § 112 requirement,'® which will more
robustly police the “pre-emption” concerns that anchor much of eligibility

181. See Lefstin & Menell Brief, supra note 173, at 3 (arguing that American Axle “presents
an excellent vehicle for clarifying the interplay of § 101 and § 112 of the Patent Act”).

182. 967 F.3d 1285, 1295 (Fed. Cir. 2020).

183. For § 112 written description, the court should have explicitly defined the genus
being claimed (liners designed with mass and/or stiffness factored in) and contemplated the
entire range of contained species that must be adequately disclosed. For § 112 enablement, the
court should have looked to the specification to assess the adequacy of disclosure in the
driveshaft invention. Instead, the judges all fixated on the plain text of the daims, and whether
they explained how to apply Hooke’s law on their own. See discussion s#pra Section 11.A.

184.  American Axle, 967 F.3d at 1317 (Moore, |., dissenting).

185. See, eg., Juno Therapeutics, Inc. v. Kite Pharma, Inc., 10 F.4th 1330 (Fed. Cir. 2021)
(tightening the written description requirement of § 112 to require more comprehensive
disclosure, more rigorously enforcing that an inventor must have possessed the full scope of
the claim at the time of filing); Amgen Inc. v. Sanofi, 987 F.3d 1080 (Fed. Cir. 2021) (tightening
the enablement requirement of § 112 to require disclosure of all possible embodiments
(species) within a genus and more rigorously enforcing that the scope of the claims at issue
must be commensurate with the scope of disclosure). To be sure, some have expressed
disappointment in what has become of the § 112 standard in recent years, and its potential
impact on genus claims. Dmitry Karshtedt, Mark A. Lemley & Sean B. Seymore, The Death of
the Genus Claim, 35 HARV. J.L. & TECH. 1 (2021). Others have expressed that this is, perhaps,
an overstatement. Christopher M. Holman, After Granting Certiorari in Enablement Case, Supreme
Court Declines Opportunity to Address Written Description, PATENTLYO (Nov. 11, 2022), https://
patentlyo.com/patent/2022/11/cettiorati-opportunity-description.html.  Regardless — of
outlook, recent case law has cleatly pushed for a § 112 standard that more rigorously polices
claims with functional breadth.
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doctrine.'™ So, just as for § 103, perhaps American Axle’s invention did not
metit patent protection—but under § 112, not § 101."*’

Opverall, collapsing the § 103 and § 112 patentability doctrines into § 101,
as shown by Awmerican Axle, creates redundancy between the intentionally
partitioned patent statutes and lessens the value of each substantive doctrine
for challenging invalidity or defending validity. Twisting § 103 and § 112
questions into § 101 allows litigants and courts to dilute or concentrate the
impact of either statute. Removing the Mayo/ Alice test as an option for covert
§ 103 or § 112-type inquiries would reinvigorate both doctrines, eliminating
the needless and harmful redundancy between the statutes.

IV. A REVISED FRAMEWORK FOR PATENT ELIGIBILITY

Part II1 uses American Axle as a vehicle to argue that steps one and two of
the Mayo/ Alice test are fundamentally flawed. The first step forces a subjective
evaluation of “ineligibility” that can capture almost any invention, and the
second step forces a betrayal of the partitioned structure of the Patent Act. But
if the Mayo/ Alice test wete to be set aside, what could stand in its place? A
persuasive solution is to find a sweet spot for the § 101 standard: one that is
low enough to avoid an administratively frustrating overlap with § 103 or
§ 112, but high enough to remain mindful of policy concerns such as whole
field pre-emption. That is, the vestiges of the substantive patentability
doctrines should be filtered out, but some baseline level of eligibility must be
maintained.

To this end, this Note suggests that the existing eligibility inquiry under
§ 101 should be reoriented to simply focus on utility, stemming from the word
“useful” in § 101. That is, the Mayo/Alice test ought to be replaced with a
utility-oriented eligibility framework, distinct from the current understandings

186. One way of dealing with the pre-emption concern is to treat “laws of nature” as
presumptively ineligible for patent protection because claiming such a law might pre-empt its
use in all contexts. But a proper evaluation of patent applications under § 112 might render
this unnecessaty. The enablement requitement of § 112, for example, should theoretically
require an inventor to disclose a// possible means of using a law of nature. That is, if an inventor
has such broad claims so as to risk “whole pre-emption” of a law of nature, then they will have
to understand it—and all its potential—well enough to describe those pre-empted uses in
depth. This, for most laws of nature, is a remarkably high standard to meet—possibly, high
enough to disqualify many inventions that are currently dealt with on eligibility grounds. The
inherent similarity between the function of § 112 disclosure (in policing claim breadth) and
§ 101 eligibility (in guarding against pre-emption) is, perhaps, the reason for the inevitable
ovetlap between these doctrines, as seen in American Axle. This is distinct from the overlap
between § 103 and § 101, which might be better characterized as an artifact of the doctrinal
language (the sharing of the word “inventive”).

187. Lefstin & Menell Brief, supra note 173, at 7.
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of both § 101 eligibility and § 101 utility. This Part will first contextualize this
proposal among the existing interpretations of § 101 utility, and then detail the
parameters of this Note’s heightened utility-eligibility § 101 standard.

A. EXISTING PERSPECTIVES ON § 101 UTILITY

Currently, patent examiners and courts interpret the word “useful” in the
text of § 101" to require simply that an invention have some extraordinarily
minimal form of “utility.” This is not collapsed into § 101 eligibility, but rather,
treated as its own requirement. By many accounts, the modern-day § 101 utility
standard is a very low threshold that most inventions easily satisfy.' But
despite its now-defunct status, the § 101 utility standard initially had much
more significance—possibly, in fact, entirely anchoring patent protection in its
early days."” And in more recent years, specific concerns have spawned efforts
to heighten the utility requirement for certain types of patents.'”! Together, the
history of patent utility and its attendant policy considerations indicate that
three existing perspectives on utility are available."” This Section will briefly
summarize each perspective.

1. Social and Moral Utility

An early interpretation of “useful” in § 101 appeared to require “social
utility” of inventions.'” In the formative years trailing the codification of the
1790 patent regime, patents were treated as a privilege that the Patent Board™*
had the power to bestow.'”” In keeping with this privilege-oriented framework,
the Board would “weigh the social costs and benefits underlying each grant,”"”

encouraging patent petitions that extolled the virtuous public benefits of

188. 35U.S.C. § 101 (“Whoever invents or discovers any new and wseful process, machine,
manufacture, or composition of matter, or any new and useful improvement thereof, may
obtain a patent therefor.”) (emphasis added). The word “useful” has been part of the patent
statutes since their first form in the 1790 Patent Act. Syed, s#pra note 8, at 2030-31 (compiling
the present-day text of § 101 and all previous versions of the statute in Table 1). It is even
woven into the Intellectual Property Clause itself. U.S. CONST. art. 1, § 8, cl. 8 (referring to the
“useful Arts”) (emphasis added).

189. See, eg., Juicy Whip, Inc. v. Orange Bang, Inc., 185 F.3d 1364, 1366 (Fed. Cir. 1999)
(“The threshold for utility is not high.”).

190. See discussion 7nfra Section IV.A.2.

191.  See discussion 7nfra Section IV.A.3.

192. See Syed, supra note 8, at 2028 (articulating three available perspectives of utility).

193.  See BRACHA, supra note 24, at 188-89, 202-03.

194. The Patent Board of the 1790 Patent Actis the historical analog to the modern PTO.
Id. at 203-04.

195. Id. at 194.

196. Id. at 194-97.
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inventions."”” Utility, at this point, was enshrined as a serious patentability
requirement.

Later, this “social utility” view shifted into one that was more moral in
nature. As recounted by Professor Bracha, the ideological and practical
perception of patents transformed from “economic privilege[s] . . . bestowed
on inventors” into “inventors’ rights.”'”® Patents went from a discretionary
privilege conferred by the Patent Board to an almost presumptive right to be
checked by the courts, after issuance.'” With this, the previous ‘“useful”
inquiry—asking, more or less, whether an invention did something worthwhile
for society—morphed into a more subjective, morally tinged assessment to weed
out “mischievous” inventions.”” While popular for some time, neither the

social nor moral views of utility currently persist in U.S. patent law.”""

2. Operable Utility

The value-based assessments of utility were later replaced with an
operability view, which remains the prevailing inquiry under present-day § 101
utility for most inventions. Under this perspective, the word “useful” in § 101
is read to suggest simply that an invention “works,” i.e., that it is operable for
its disclosed purpose.”” This operability view was ushered in by the statutory

197. Id. at 196-99.

198. Id. at 188. Some perspectives from this time suggest the embracing of a labor theory-
type rationale to catalyze this ideological shift, for example, “a citizen has a right in the
inventions he may make, and he considers the law but as the mode by which he is to enjoy the
fruits.” See id. at 190.

199. Id. at 200-02.

200. See id. at 20307 (discussing, among other things, two conflicting constructions of
“utility” that emerged in these years: one focused on the “objective social value” of an
invention, where a patentee must show a mere “public benefit”; the other focused on a
“moralistic framing,” where a patentee must show “that the invention should not be frivolous
or injurious to the well-being, good policy, or sound morals of society”). The “moral utility”
perspective can be traced back to Justice Story’s statement deeming inventions that are
“injurious to the well-being, good policy, or sound morals of society” to be unpatentable.
Lowell v. Lewis, 15 F. Cas. 1018 (C.C.D. Mass. 1817).

201. Juicy Whip, Inc. v. Orange Bang, Inc., 185 F.3d 1364, 1368 (Fed. Cir. 1999) (putting
the moral requirement of utility, which had begun to rear its head again, to rest: “[t]he
requirement of ‘utility’ in patent law is not a directive to the Patent and Trademark Office or
the courts to serve as arbiters of deceptive trade practices”). There is, now, a strong opposition
to the notion that questions of morality or general community welfare would permeate the
patent laws. Id. But see Laura A. Keay, Morality’s Move Within U.S. Patent Law, From Moral Utility
to Subject Matter, 40 AIPLA Q.J. 409 (2012) (noting that § 101 case law represents the infiltration
of morality considerations into patent law, once again, without the backbone of historical
“moral utlity”).

202. Syed, supra note 8, at 2028. The canonical example of an invention that would not
meet this standard is a perpetual motion machine, which is a physical impossibility. Id.
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reform leading to the 1836 Patent Act and the establishment of the PTO. The
new “utility” of the 1836 Patent Act was not the same as the privilege-
anchored version from the 1790 regime.”” The PTO did not have the Patent
Board’s “discretionary powers to grant privileges,” rather, its role was “to
certify the satisfaction of standard patentability criteria.”*"* With the privilege
view put to rest, the social and moral questions were replaced with a quest for
uniform patentability.”” Patents, strictly, would be “rights” open to all, with
the market serving as the arbiter of utility, rather than the PTO.* So long as
the patent met other criteria—now codified as the substantive doctrines of
§ 102, § 103, and § 112*”"—the utility of an invention would be naturally
assessed based on its demand in the market, such that the inventor would
derive value from their patent in proportion to its market utility.”” And with a
market-oriented, rights-based view of patent protection, a substantive utility
requirement was seemingly unwarranted. >’ While previously “a central
defining feature of patents,” utility became “the exotic periphery of patent law”
by the end of the nineteenth century.”’

3. Specific, Substantial, and Credible Utility

[13

A third perspective on utility comes from Brenner v. Manson, which added a
gloss over the operability view just discussed: utility must be specific,
substantial, and credible.”"' These terms are loosely defined, with “specific”
suggesting 7ot vague, “substantial” suggesting not throw-away, and “credible”
suggesting believable for its purpose,”™” to be evaluated from the perspective of one
of skill in the art.*"> The Manson Court rationalized this elevated utility standard
by citing policy concerns as to the scope of patentability and the notion of pre-

203. BRACHA, supra note 24, at 209—13.

204. Id. at 209. Professor Bracha describes this shift in perspective as reflective of
Jacksonian ideology, which eschewed a former paternalistic implication of the 1790 regime’s
utility standard: that the government was appropriately positioned to identify an objective,
social utility common to all, and then promote it with the privilege of a patent. Id. at 209-12.

205. Id. One possible view is that the original casting of the patent right—then, a
privilege—only emphasized “use” as a placeholder, before the complete set of patent doctrines
took shape.

206. Id.

207. See id. at 202-03.

208. See id. at 212-14 (explaining the market-oriented view of patent valuation).

209. Id. at 215. For some time, courts still scrutinized the utility requirement under the
1836 regime, but the utility requirement did eventually decline in importance entirely. Id. at
214.

210. Id. at216.

211. 383 U.S. 519, 527-33 (1966); MENELL ET AL., s#pra note 2, at 248.

212, See id. at 245-48.

213. MPEP § 2107 (9th ed. Rev. 10, June 2020).
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emption—not unlike the case for eligibility.”"* In evaluating the meaning of
“useful” for a patent claiming a steroid,”" Justice Fortas focused on the risk of
monopolization with a tone mirroring that of Benson, Bilski, and Alice.*"
Without a showing of use, he opined that “the metes and bounds of [a]

2

monopoly are not capable of precise delineation,” threatening to “confer
power to block off whole areas of scientific development, without

compensating benefit to the public.”*"”

Manson remains the zenith of § 101 utility. Although all inventions are now
formally required to show specific, substantial, and credible utility, these
adjectives are rarely a bar to patentability, in perception or practice. "
However, Manson has at least appeared to have an effect on chemical
compositions (e.g., requiring perhaps a feasible therapeutic application for a
claimed compound,®” even if supported only from i vitro testing®) and
biotechnology inventions (e.g., allowing claims directed to coding DNA
fragments only if the resultant translated proteins had known functional uses
that the inventor could articulate®"). The specific application of the Manson
standard to biotechnology patents was precipitated by the attempted patenting
of human genes in the 1990s,”** which inspired the PTO to “mov]e] toward a

214. Professor Taylor has noted that, at the time of Manson, the Court used the utility
requirement to address “the very concerns of the Supreme Court in its recent cases addressing
patent eligibility.” Taylor, s#pra note 10, at 2189 (2017).

215. The patent in Manson claimed a steroid composition but did not specify any use for
that composition. Instead, the patent specified the known use of other steroid compositions,
which were similar in structure to the claimed composition. 383 U.S. at 533-34.

216. See id. at 534-35.

217. 1d. The Manson opinion weighed heavily in favor of the guid pro guo rationale to patent
protection, where inventors are required to not only adequately disclose their inventions under
§ 112, but also produce an invention that is “useful” 7 some end, to provide “a significant and
presently available benefit to the public.” See I re Fisher, 421 F.3d 1365, 1371 (Fed. Cir. 2005).

218. See MENELL ET AL., supra note 2, at 245-46, 248 (calling Manson the “high-water
mark” of the utility doctrine and noting that “[m]ost applications of the doctrine have been
limited in the hurdles they place before inventors”).

219. See In re Brana, 51 F.3d 1560, 1565 (Fed. Cit. 1995).

220. See Cross v. lizuka, 753 F.2d 1040, 1048 (Fed. Cit. 1985).

221. Timothy A. Worrall, The 2001 PTO Utility Examination Guidelines and DNA Patents, 16
BERKELEY TECH. L.J. 123, 133 (2001).

222. Chakrabarty’s permissiveness towards living organism patentability led scientists to
begin seeking patent protection on expressed sequence tags (ESTs)—fragments of cDNA,
not whole genes—in the early 1990s. Daniel J. Kevles & Ari Berkowitz, The Gene Patenting
Controversy: A Convergence of Law, Economic Interests, and Ethics, 67 BROOK. L. REV. 233, 235-37
(2001). Many disapproved of this trajectory, given the concern that an EST patent landscape
would foreclose considerable future research—the pre-emption rationale, again. Id. at 237-39.
These years also saw the attempted patenting of the BRCA7 and BRCAZ2 genes, which was
also met with “overwhelmingly negative” public perception. Robert Cook-Deegan &
Christopher Heaney, Patents in Genomics and Human Genetics, 11 ANN. REV. GENOMICS & HUM.
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stronger requirement for utility.”* And the 2001 Utility Guidelines issued by
the PTO effectively pushed the timing of chemical and biotechnology
patenting further downstream in the discovery process.” In these contexts,
specific, substantial, and credible were interpreted to mean that inventors
could only claim what they truly had in hand and truly understood on a

functional level.?®

B. THE PROPOSED UTILITY-ELIGIBILITY FRAMEWORK

The previous Section describes three currently available perspectives on
utility. This Note suggests a fourth construction of utility to replace the existing
§ 101 eligibility inquiry. The next three Sections will describe the parameters
of this fourth utility perspective, clarify how it supports the policy justifications
for current eligibility doctrine, and explain its implications for overall
patentability.

1. Scope-Limuting Utility

There are three layered requirements embedded in this Note’s proposal.
The first requirement is that in assessing whether an “inventfion| or
discover[y]” of a “process, machine, manufacture, or composition of matter”
is “useful” under § 101,”° patent examiners and courts should require that sozze
finite use or set of uses is delimited by the claims. Specifically, the claimed use
or set of uses must not be zfinite or left out of the claims and only suggested
in the specification. This is distinct from the existing standard of operable

GENETICS 383, 389-90 (2010). The most common concern was another depiction of the pre-
emption rationale: that gene patents would specifically preclude the development of future
sequencing technology and diagnostic tests. Christopher M. Holman, Debunking the Myth that
Whole-Genome Sequencing Infringes Thousands of Gene Patents, 30 NATURE BIOTECHNOLOGY 240,
24041 (2012).

223. 1In the Crossfire: Collins on Genomes, Patents, and Rivalyy,” 287 ScCl1. 2396, 2397 (2000)
(transcribing an interview with Francis Collins, the head of the National Human Genome
Research Institute and leader of the Human Genome Project). Collins referred to the gene
patents feared by many as “generation one” applications, where inventors had “just a [DNA]
sequence” but “no clue as to what it does.” The PTO’s Utility Guidelines deemed these
applications to be insufficiently “specific” to meet the Manson standard. Purists may also
include, as “generation one” applications, claims directed to sequences with a vague
construction of function based on homology—not unlike the steroid composition claims in
Manson. 1d.

224. See Utllity Examination Guidelines, 66 Fed. Reg. 1092, 1097-99 (Jan. 5, 2001).

225. See Timothy A. Worrall, The 2001 PTO Utility Examination Guidelines and DNA Patents,
16 BERKELEY TECH. L.J. 123, 132 (2001) (explaining the stringency of the newer utility
examination guidelines on certain types of inventions).

226. 35U.S.C.§ 101 (“Whoever invents or discovers any new and #seful process, machine,
manufacture, or composition of matter, or any new and useful improvement thereof, may
obtain a patent therefor.”) (emphasis added).
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utility under § 101, which does require that inventions “work” for their
disclosed purposes, **’ but does not require setting out those disclosed
purposes 1 the claims.”*® That is, under the current § 101 utility standard,
applicants can satisfy the low-bar utility requirement through a merely
qualitative suggestion of use in the specification. The instant proposal, instead,
is a quantitative requirement of use, embedded into the claims.

The second requirement of this proposal makes clear the implications of
placing a set of uses in the claim language itself. In this Note’s framework, the
scope of the exclusionary patent right would be limited to the uses laid out in
the application’s claims (of course, also accommodating for equivalents and
after-arising technology, to be interpreted from the specification).”” And in
keeping with the current standards under § 112, these uses would need to be
commensurate with the scope of the material disclosed in the patent
specification, which would require both adequate disclosure and the
contemplation of all embodiments. Currently, § 112 doctrine requires only
claims containing means-plus-function language to be interpreted in this
Way'23()

The third and final requirement answers a lingering question within this
framework—what are the qualities of an adequate “use” for the purposes of
limiting claim scope? Scope-limiting uses must be “specific, substantial, and
credible,” as per Manson. On its own, this requirement does not signal a change
in existing § 101 utility doctrine—patent examiners are already advised to apply
Mansor’s adjectives to all inventions.”' However, when integrated with the
other two requirements, this would push the Manson standard outside of
merely chemical and biotechnology patents, where its application currently has
the most force. This casting of “use” is closer in meaning to the “practical
application” requirement of Neison, Le Roy, and Morse, rather than the
“inventive application” requirement of Funk Brothers, Flook, Mayo, Myriad, and

227. Syed, supra note 8, at 2028.

228. See infra note 247 and accompanying text (explaining the current standard of utility
applied to claim language, with the example of standalone composition of matter claims).

229. Recall that the “right” conferred by a patent is a negative, exclusionary one, to
exclude others from making, using, or selling the invention—specifically, the invention as
“defined and limited by the language in that patent’s claims.” Corning Glass Works v.
Sumimoto Elec. U.S.A., Inc., 868 F.2d 1251, 1257 (Fed. Cir. 1989). Here, that language will
specifically include the cleatly articulated set of uses that the applicant lays out.

230. See MPEP § 2181 (9th ed. Rev. 10, June 2020). At least one Note has, similarly,
proposed that claims directed to one of the judicial exceptions could be treated as means-plus-
function claims (as an alternative to the Mayo/ Alice test). See, eg., Nicholas Strogen, An
Automatic Means-Plus-Function Limitation for Otherwise Unpatentable Subject Matter, 22 WAKRE
FOREST J. BUS. & INTELL. PROP. L. 243 (2022).

231. See MPEP § 2107 (9th ed. Rev. 10, June 2020).
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Alice” This Note proposes to simply replace “practical application” with a
requirement for an explicit use or set of uses, not required to be “practical” or
“inventive,” but “specific, substantial, and credible.”

2. Innovation Policy Justifications

Why is this scope-limiting utility framework a viable substitute for the
existing § 101 eligibility inquiry? Is this proposal enough to replace the
ineligibility bars on laws of nature, natural phenomena, and abstract ideas? To
answer these questions, it is useful to think back to the innovation policy
rationale anchoring the existence of the § 101 eligibility standard itself. Part 11
of this Note traced the history of patent eligibility jurisprudence, revealing that
the strongest justification for the ineligibility bars was expressed in Benson,””
Bilsk,”* and Alice™ the threat of pre-emption. The § 101 eligibility standard,
ideally, is a bulwark against inventions that are novel, non-obvious, and
adequately disclosed, yet also pre-empt the use of a critical, pseudo-universal
concept in other inventions.” In theory, these “pre-emptive” inventions
threaten to impede more innovation than they would promote, betraying the
fundamental purpose of the patent system.

This Note agrees with the importance of the pre-emption rationale, as
patents that tie up “building blocks”*” and monopolize entire technological
fields are a deterrent to innovation. But the Mayo/ Alice test does not suffice to
address the pre-emption rationale. The nuances of this argument aside, borne
out in the preceding Parts—the Mayo/ Alice test asks the wrong questions and
is fundamentally unclear. The proposed scope-limiting framework, instead,
addresses the pre-emption rationale with more clarity.”® The Court’s pre-
emption fears were arguably tailored to disallowing claims that “substantially
encompass” an ineligible concept. But, as others have noted, what really
should be disallowed are claims that fail to “impose[] a meaningful limit” on

232, See discussion supra Part 11.

233. 409 U.S. 63, 71-72 (1972).

234. 561 U.S. 593, 611-12 (2010).

235. 573 U.S. 208, 223 (2014).

236. Le Roy v. Tatham, 55 U.S. 156, 175 (1852); Funk Bros. Seed Co. v. Kalo Inoculant
Co., 333 U.S. 127, 130 (1948).

237. Syed, supra note 8, at 1967-68 & 1967 n.105 (describing the “building block”
rationale that emerged from the Court’s eligibility jurisprudence, getting to the heart of the
pre-emption concern).

238. Again, arguably, the Manson opinion switled around this same policy rationale. Justice
Fortas justified the heightened utility standard applied to the invention in Manson against pre-
emption concerns. 383 U.S. at 534-35.
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the concept.”” Requiring an explicit articulation of scope-limiting uses to be
set out in the patent claims themselves does just this—it imposes a meaningful
limit. Thus, this casting of utility-eligibility improves upon the Mayo/ Alice test
by shifting the burden of assessing that “meaningful limit” away from patent
examiners and courts and toward applicants, who themselves must write their
uses into their claims with precision. And in doing so, the proposed model
avoids the ineligibility bar question entirely by uniformly imposing this

standard across all inventions.**’

3. Implications of and Potential Improvements to the Proposal

It bears emphasizing that this Note is not the first to call attention to the
utility requirement as a vehicle for patent reform. Many have specifically
looked to § 101 utility in the context of patent eligibility, albeit not with the
exact boundaries of the instant framework.”"! Compared to these other

239. See David V. Sanker & Jillynne Quinn, A Quantitative Approach to Overcoming § 101
Rejections, PAT. LAW. 17 (2021), https://www.motganlewis.com/-/media/files/publication/
outside-publication/article /2021 /a-quantitative-approach-to-overcoming-101-rejections-the-
patent-lawyer.pdf?rev=bf8e7a96c0e44c058c09c24a048550998&hash=BED99736E739B6E7F
1E590386001A633. David Sanker and Jillynne Quinn have proposed a “quantitative
approach” to evaluating § 101, painting the eligibility question as one that should compare: (1)
the realm of options included in the ineligible concept; with (2) the realm of options included
in the caim relating to the ineligible concept. Id. This, in effect, is a search for a meaningful
limit—a patent-eligible invention should simply be one in which the realm of options covered
by the claim is “meaningfullly] limit[ed],” compared to the realm of imaginable options
covered by the ineligible concept itself. Id. The “meaningful limit” language was proposed by
the PTO as a useful way of thinking about patent eligibility. 2019 Revised Patent Subject
Matter Eligibility Guidance, 84 Fed. Reg. 4 (Jan. 7, 2019), https:/ /www.govinfo.gov/content/
pkg/FR-2019-01-07/pdf/2018-28282.pdf (“A claim that integrates a judicial exception into a
practical application will apply, rely on, or use the judicial exception in a manner that imposes
a meaningful limit on the judicial exception, such that the claim is more than a drafting effort
designed to monopolize the judicial exception.”) (emphasis added).

240. For a possible exception to this standard, see discussion zzfra Section 1V.B.3.

241. See, eg., Sean B. Seymore, Making Patents Useful, 98 MINN. L. REV. 1046 (2014)
(proposing the entire deletion of the utility requirement, with an argument resembling that of
this Note regarding the current eligibility standard—that it is redundant with the other
patentability doctrines); Robin C. Feldman, David A. Hyman, W. Nicholson Price II & Mark
J. Ratain, Negative Innovation: When Patents Are Bad for Patients, 39 NATURE BIOTECHNOLOGY
914, 914-15 (2021) (highlighting the vulnerabilities of pharmaceutical patents to negative
innovation—where patent law incentivizes innovation into directions that ate net harmful to
the public—and suggesting that the utility standard should be heightened for pharmaceutical
patents to require that they “actually improve social welfare relative to the prior art,” for
example, by “requit[ing] certification of likely improvement, followed by a demonstration that
the improvement had materialized, on pain of losing the patent”); Michael Risch, A Surprisingly
Useful Requirement, 19 GEO. MASON L. REV. 17 (2011) (arguing that the utility standard should
be more harmoniously woven into the other substantive patentability doctrines); Sean M.
O’Connor, The Lost “Art” of the Patent Systems, 2015 U. ILLINOIS L. REV. 1397, 1476 (2015)
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proposals, the instant scope-limiting utility standard does not clearly expand
or contract the overall stringency of § 101.* Instead, it treats a different set of
inventions as patent-eligible. For some inventions—those that are vulnerable
to characterization as “natural” or “formulaic,” which currently succumb to
the Mayo/ Alice test—this proposal makes § 101 a lower bar. As discussed in
Section IV.B.1, requiring applicants to claim a specific, substantial, and
credible set of uses is a lower standard than the “inventive application”
requitement of Mayo/ Alice, closer to the “practical application” requirement
of nineteenth century eligibility case law. This Note has already advanced
several arguments to support this outcome. Briefly, again, § 103 and § 112 can
adequately police most inventions challenged under § 101, and the imposition
of the proposed framework would still impose a meaningful limit to guard
against pre-emption concerns. All the “natural” and “diagnostic” inventions
discussed in Section II.D—deemed ineligible under § 101—would likely
satisfy this Note’s version of § 101 utility-eligibility, given their specific,

substantial, and credible uses® in the context of fetal characteristic analysis,***

cardiovascular disease risk assessment, **

246

and neurological disorder
diagnosis. “° The same is true for the invention in American Axle, which
articulated a use for the invention in the specific, substantial, and credible

context of driveshaft assembly.

For other inventions—those that do not intersect with the so-called
ineligibility concepts, do not traditionally claim a set of uses, and have not yet
been discussed by this Note—this proposal would radically elevate the § 101
hurdle. Replacing the Mayo/ Alice test with the instant framework means that

(describing that limiting the scope of patent-eligible subject matter those inventions that
“progress or advance the use of natural materials or forces for practical (useful) ends” would
remove the need for judicial exceptions, in an argument based on a historical reconstruction
of the target “art” of the patent system) (emphasis added); Taylor, supra note 10, at 218889
(proposing, among other types of amendments to repair eligibility doctrine, that the utility
requirement be elevated to require that inventors describe the use of an invention in the claims,
rather than merely the specification); Syed, supra note 8, at 2029, 2033-35 (suggesting that the
word “useful” in § 101 might illustrate a “subject-matter delimiting” role for patent utility
doctrine, wherein “useful” connotes “applied,” and that only practical, downstream
applications of knowledge should be patent-eligible subject matter, rather than basic,
unapplied knowledge).

242, See supra note 241.

243. Of course, one of skill in the art would need to perceive the data in each patent as
credible to satisty this analytical standard.

244. Ariosa Diagnostics, Inc. v. Sequenom, Inc., 788 F.3d 1371 (Fed. Cir. 2015).

245. Cleveland Clinic Found. v. True Health Diagnostics LLC, 859 F.3d 1352 (Fed. Cir.
2017).

246. Athena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC, 915 F.3d 743, 746—47
(Fed. Cir. 2019).
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all inventions would be subjected to the same level of scrutiny. Even
inventions that are not “directed to” ineligible concepts would require an
explicit articulation of scope-limiting, specific, substantial, and credible uses.
In this sense, the proposed utility-eligibility framework needs further
refinement. On the one hand, the current § 112 disclosure requirements are,
as is, tailored to serve this function—inventors should theoretically not be able
to claim uses of an invention that are not yet understood or even anticipated.
But on the other hand, many patentees benefit from claims untethered to
uses—for example, claims directed to entirely novel, synthetic small
molecules.”” Thus, there are perhaps some technological areas that need to be
somehow exempted from this Note’s proposal, suggesting a degree of
unavoidable exceptionalism in eligibility doctrine that merits further research
and discussion.**

V. CONCLUSION

This Note proposes a revised framework for § 101, replacing the current
eligibility standard with a heightened utility requirement: that patents must lay
out a finite set of specific, substantial, and credible uses in their claims,

247. See generally Benjamin N. Roin, Unpatentable Drugs and the Standards of Patentability, 87
TEXAS L. REV. 503 (2009) (explaining how pharmaceutical firms view strong composition of
matter patents as essential in the drug development process). The current § 101 eligibility and
utility standards, even with the guidelines of Maznson, would allow a composition claim directed
to that small molecule itself, with no express articulation of its use(s) (i.e., “A compound of
formula X, or a pharmaceutically acceptable salt thereof,” with nothing more). That is, an
applicant’s discovery of new chemical matter is currently sufficient under § 101 for them to
tie up all future uses of it. Under this Note’s framework, such a claim would be invalid—the
applicant would be entitled to claim only the uses of that small molecule that they understand
enough to satisfy Manson’s specific, substantial, and credible standard (i.e., an allowed claim
would need to recite “A compound of formula X, or a pharmaceutically acceptable salt thereof,
Jfor [one or more specific, substantial, and credible uses].”). To be sure, viewed against the
reward-incentivization framework of the patent system, it is unfair and perhaps even entirely
unnecessary to entitle a patent applicant to yet-uncontemplated uses of a discovery, simply
because they were the one to discover it. Further, the PTO’s notion of a “meaningful limit”
and the Court’s consistent articulation of the pre-emption fear indicates a concern for claims
of this nature. See generally Sanker & Quinn, supra note 239 (describing the “meaningful limit”
issue).

248. See, eg, Dan L. Burk & Mark A. Lemley, Biotechnology’s Uncertainty Principle, 54 CASE
W. RES. L. REV. 691 (2004) (atguing that patent law is unavoidably mired in technology
specificity, perhaps warranting distinct legal standards for distinct technological areas, e.g., “a
consciously designed . . . patent policy” that would be specific to biotechnology). Buz see, ¢g.,
R. Polk Wagner, Exactly Backwards: Exceptionalism and the Federal Circuit, 54 CASE W. RES. L.
REV. 749 (2004) (arguing that Federal Circuit case law does not indicate as pervasive a degree
of technology exceptionalism as argued by Professors Burk and Lemley, and that as a matter
of policy, allowing or encouraging such exceptionalism is prone to several issues).
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commensurate with the scope of disclosure in the patent specification. But this
proposal leaves much room for further refinement, in having dealt primarily
with inventions of the “natural” and not “formulaic” variety, not analyzing the
implications of the utility-eligibility framework for software or business
method patents, and not fine-tuning Manson’s “specific, substantial, and
credible” standard outside of the chemical and biotechnology contexts.

Eatlier, this Note laid out three issues that were left open by Neilson, Le
Roy, and Morse, and then aggravated by Mayo, Myriad, and Alice. The revised
framework for § 101 addresses each one, as follows: (1) it is no longer relevant
what principles, laws of nature, phenomena, or abstract ideas are, nor what it
means for an invention to be directed to them; (2) the degree of “application”
required of an invention is simply a finite set of specific, substantial, and
credible uses, explicitly laid out in the claims of a patent; and (3) some
deference has been given to both the early nineteenth century eligibility case
law and the § 101 jurisprudence that followed it, retaining the original
“application” standard but also paying respect to the later pre-emption
concerns. Perhaps a heightened form of utility is the antidote to patent
eligibility doctrine’s disarray.
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I. INTRODUCTION

How can we address the problem of pharmaceutical companies making
inconsistent representations to the United States Patent and Trademark Office
(USPTO or PTO) and the United States Food and Drug Administration
(FDA)? Pharmaceutical innovators seeking both patent protection and
regulatory approval of their drug products experience fundamentally
misaligned incentives when they engage with the USPTO and FDA. On the
one hand, FDA approval is often faster and cheaper for pharmaceuticals that
bear significant similarities to already-approved drugs. On the other,
successfully patenting a new small molecule requires an inventor to distinguish
their product from the existing prior art—which often includes those very
same drugs. As a consequence, pharmaceutical innovators are at once
motivated to disclose to the FDA information about existing drug products
and to hide that same information from the USPTO, even (or perhaps
especially) when that information may be material to patentability. And, if
innovators submit to that temptation, they can end up with patents that, in
reality, should never have been issued in the first place.

Permitting ~ pharmaceutical ~companies to make inconsistent
representations to the USPTO and FDA is harmful both to the integrity of the
patent system and to the public good. President Biden recognized as much in
a July 2021 Executive Order, calling on the USPTO and FDA to work together
“to help ensure that the patent system, while incentivizing innovation, does
not also unjustifiably delay generic drug and biosimilar competition.”" Since
President Biden issued his Executive Order, the heads of the USPTO and
FDA have reiterated time and again that meaningful change is needed in the
pharmaceutical industry both to uphold foundational patent-law doctrines and
to provide public access to affordable drug products. But, to date, the agencies
have provided very little indication of what that change will look like in
practice.

This Note proposes two solutions to the problem of inconsistent
representation at the USPTO and FDA. Part II outlines the nature of the
problem, as well as the growing demand for reform. Part III proposes a first
solution: a new system of USPTO-FDA interaction during patent prosecution.
Because the overall effectiveness of such a system could be somewhat limited
by issues of confidentiality, timing, and noncompliance, Part IV offers a
complementary post-patent-issuance solution to the problem of inconsistent
representation. Specifically, Part IV argues that the Federal Circuit should
revise its inequitable conduct doctrine to create a “pharma exception” to the

1. See Exec. Order No. 14306, 86 Fed. Reg. 36,987, 36,997 (July 9, 2021).
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otherwise exceedingly high legal standards outlined in Therasense.” Finally, Part
V summarizes the key takeaways from Parts II, I1I, and IV.

II. INCONSISTENT REPRESENTATIONS AT THE USPTO
AND FDA

This Part begins by providing a basic overview of (1) patent exclusivity,
which is granted by the USPTO; and (2) regulatory approval, which is required
in the pharmaceutical context by the FDA.? Though these two systems often
work in tandem, they are separate and distinct. Unique hurdles to patentability
and regulatory approval create misalighed information-disclosure (or
information-nondisclosure) incentives for pharmaceutical innovators seeking
to both patent their new drug products and sell those products in interstate
commerce. Thus, this Part argues, pharmaceutical innovators are at once
motivated to disclose to the FDA information that may be material to
patentability and to hide (or at least recharacterize) that same information
when prosecuting a patent application at the USPTO." Finally, this Part
summarizes the growing demand for meaningful change to the patenting and
regulatory systems—both from within the USPTO and FDA as well as further
afield.

A. PATENT EXCLUSIVITY, REGULATORY APPROVAL, AND MISALIGNED
INCENTIVES

A fundamental—but often misunderstood—characteristic of any patent
issued by the USPTO is that it does not grant its owner any affirmative rights.’

2. Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276 (Fed. Cir. 2011) (en
banc).

3. Compare 35 U.S.C. § 101 (“Whoever invents or discovers any new and useful process,
machine, manufacture, or composition of matter, or any new and useful improvement thereof,
may obtain a patent therefor.”) (emphasis added), wizh 21 U.S.C. § 355(a) (“No person shall
introduce or deliver for introduction into interstate commerce any new drug, unless an
approval of an application filed pursuant to [this section] is effective with respect to such
drug.”).

4. See Letter from Patrick Leahy, U.S. Senator, and Thom Tillis, U.S. Senator, to
Andrew Hirshfeld, Performing Functions & Duties Under Sec’y Com. for Intell. Prop. & Dir.
USPTO 1 (Sept. 9, 2021) (https://www.leahy.senate.gov/imo/media/doc/20210909%020
Letter%020t0%20PTO%2000n%20FDA%20submissions.pdf) [hereinafter Leahy & Tillis
Letter] (“[IJnconsistent statements submitted to the Food and Drug Administration (FDA) to
secure approval of a product—asserting that the product is the same as a prior product that is
already on the market—can then be directly contradicted by statements made to the PTO to
secure a patent on the product.”).

5. See  Patentability Versus  Freedom-To-Operate, BUCKINGHAM, DOOLITTLE &
BURROUGHS, LLC (May 10, 2021), https:/ /www.bdblaw.com/patentability-versus-freedom-
to-opetate/ (“Most often people mistakenly believe that a patent gives them the right to make,
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In reality, patent rights are negative rights. The patent owner has the ability to
exclude another from making, using, selling, offering for sale, or importing the
claimed invention for twenty years from the filing date of the earliest
nonprovisional application to which priority is claimed.” However, the patent
does not automatically confer to its owner the right to make, use, sell, offer for
sale, or import that same invention.” In fact, in many instances where the
patent owner wishes to take any of those affirmative steps, they first need to
obtain some sort of regulatory approval from an administrative body.’

In the pharmaceutical context, regulatory approval for new small-molecule
drug products—patented or otherwise—must be obtained from the FDA
before the drug can be sold in interstate commerce.' Obtaining patent
protection from the USPTO and market approval from the FDA are separate
endeavors. But the incentive to obtain patent exclusivity from the USPTO is
sustained in part by the FDA’s informationally demanding regulatory approval
standards.' In fact, there are two distinct FDA-created informational costs

use, and sell an invention. Not so. A patent does not confer the right to do anything but sue
others for patent infringement. This is perhaps the single most misunderstood feature of
patents, and at the same time one of the most expensive mistakes an innovator can make.”).

6. See PETER S. MENELL, MARK A. LEMLEY, ROBERT P. MERGES & SHYAMKRISHNA
BALGANESH, INTELLECTUAL PROPERTY IN THE NEW TECHNOLOGICAL AGE: 2022 177
(2022) (“The exclusionary right is in a sense a negative right ... [A] patent does not
automatically grant an affirmative right to do anything.”); Patterson v. Kentucky, 97 U.S. 501,
506 (1879) (“All which [patents] primarily secure is the exelusive tight in the discovery.”)
(emphasis added).

7. 35 US.C. §154(2)(1) (“Every patent shall ... grant to the patentee, his heirs or
assigns, of the right to exclude others from making, using, offering for sale, or selling the
invention throughout the United States or importing the invention into the United States.”);
35 US.C. § 154(a)(2) (“Subject to the payment of fees under this title, such grant shall be for
a term beginning on the date on which the patent issues and ending 20 years from the date on
which the application for the patent was filed in the United States.”).

8. See Bio-Tech. Gen. Corp. v. Genentech, Inc., 80 F.3d 1553, 1559 (Fed. Cir. 1990)
(“[Thhe existence of one’s own patent does not constitute a defense to infringement of
someone else’s patent. It is elementary that a patent grants only the right 2 exclude others and
confers no right on its holder to make, use, or sell.”) (citation omitted); Herman v.
Youngstown Car Mfg. Co., 191 F. 579, 584 (6th Cir. 1911) (“A patent is not the grant of a
right to make or use or sell. It does not, directly or indirectly, imply any such right. It grants
only the right to exclude others.”).

9. For example, before entering interstate commerce, an insecticide manufacturer likely
needs to obtain regulatory approval from the Environmental Protection Agency (EPA), and a
radio broadcaster likely needs to obtain regulatory approval from the Federal Communications
Commission (FCC).

10. See 21 US.C. § 355(a).
11. See id. §§ 355(b), (j) (describing the statutory requitements for obtaining FDA
approval for new drugs).
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that encourage patenting.'” First, FDA approval standards vastly increase the
cost of pharmaceutical innovation by requiring innovators to generate
significant quantities of clinical (safety and effectiveness) data."”” Second, FDA
approval standards massively decrease the cost of pharmaceutical imitation by
permitting imitators (primarily, generics manufacturers) to reap the benefits of
those same clinical data without having to generate them de novo.'* To make
generating costly clinical data worthwhile, pharmaceutical innovators thus
need market exclusivity—and patents help them get it."

For a pharmaceutical innovator, then, patents are incredibly important—
so long as the financial benefits of exclusivity are unlocked by FDA approval.
Without approval, the innovator cannot produce, market, or sell their patented
drug—and, as a result, they lose out on the highly supramarginal profits that
are commonplace in the pharmaceutical industry.'® Of course, the exclusionary
property rights that attach to drug patents can help delay the entry of generic
competitors into markets for which FDA approval is part of the price of
admission.'” But without FDA approval, the innovator company is a/so barred

12. See Talha Syed, Should a Prize System for Pharmacenticals Require Patent Protection for
Eligibility?, INCENTIVES FOR GLOB. HEALTH DISCUSSION PAPER NO. 2, at 14 (2009), https://
healthimpactfund.otg/pdf/DP2_Syed.pdf (suggesting that “the case for strong patent
protection for pharmaceuticals may be largely based on the combination of regulatorily-
mandated clinical trials for innovators and regulatorily-enabled piggybacking for imitators”).

13. See 21 US.C. § 355(b) (describing the statutory requirements for obtaining FDA
approval for new drugs); Joseph A. DiMasi, Henry G. Grabowski & Ronald W. Hansen,
Innovation in the Pharmacentical Industry: New Estimates of R&>D Costs, 47 ]. HEALTH ECON. 20, 24
(2016) (showing, in Table 2, the average out-of-pocket clinical period costs for investigational
compounds in Phases I, 11, and 11T of regulatory approval).

14. See 21 U.S.C. § 355(j) (describing the statutory requirements for Abbreviated New
Drug Applications or ANDAs).

15. See 35 U.S.C. § 154(a)(1) (“Every patent shall . .. grant to the patentee, his heirs or
assigns, of the right to exclude others from making, using, offering for sale, or selling the
invention throughout the United States or importing the invention into the United States.”);
35 U.S.C. § 154(2)(2) (“Subject to the payment of fees under this title, such grant shall be for
a term beginning on the date on which the patent issues and ending 20 years from the date on
which the application for the patent was filed in the United States.”).

16. See 21 U.S.C. §355(a); Angus Liu, Eric Sagonowsky, Kevin Dunleavy, Fraiser
Kansteiner & Zoey Becker, The Top 10 Most Profitable Pharma Companies in 2021, FIERCE
PHARMA (June 14, 2022), https://www.fietcepharma.com/special-teports/top-10-most-
profitable-pharma-companies-2021 (ranking the top ten pharmaceutical companies by 2021
net income); ERIN H. WARD, KEVIN J. HICKEY & KEVIN T. RICHARDS, CONG. RESEARCH
SERV.,R46679, DRUG PRICING AND PHARMACEUTICAL PATENT PRACTICES 2 (2021), https://
crsteports.congress.gov/ product/ pdf/R/R46679 (“IP rights can deter or delay the market
entry of generic drug or biosimilar competition, and thus may allow the rights holder to charge
higher-than-competitive prices.”).

17. Rachel Sachs, Drug Innovation: When Patents Work (And When They Don’t), MILKEN
INST. REV. (Oct. 23, 2020), https://www.milkenreview.org/articles/drug-innovation-when-
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from that same market.'® In other words, as much as patent exclusivity can
help safeguard an innovator’s market share once it is established, the innovator
needs FDA approval to amass that market share in the first place."

Few industries—if any—rvalue patents as much as the pharmaceutical

sectot. 20

For proponents of strong patent rights, that can only be a good
thing.”" Patent rights provide financial incentives to innovate—including, as
noted above, compensation for the high cost of satisfying informationally
demanding FDA approval standards.* Patent rights also encourage eatly
public disclosure of new inventions, which reduces duplicative research and
development efforts between different inventors.” Since innovation and
disclosure ultimately serve the public good, it is fair to reward the makers of
new and useful drugs with patent exclusivity.* But what if our current system
of granting patent exclusivity is not actually up to the task? What if
pharmaceutical “inventors” are able to gain patent exclusivity for drug
“inventions” that are, in reality, not inventive at all—is that still fair?

patents-work (“[Rlegulatory exclusivities and patents function similatly, enabling innovators
to block generic competitors from the market.”).

18. See 21 U.S.C. § 355(a) (“No person shall introduce or deliver for introduction into
interstate commerce any new drug, unless an approval of an application filed pursuant to
subsection (b) or (j) is effective with respect to such drug.”).

19. See Sachs, supra note 17 (“[R]egulatory exclusivities and patents function similarly,
enabling innovators to block generic competitors from the market.”); 21 U.S.C. § 355(a) (“No
person shall introduce or deliver for introduction into interstate commerce any new drug,
unless an approval of an application filed pursuant to subsection (b) or (j) is effective with
respect to such drug.”).

20. Sachs, supra note 17 (“[Plharmaceutical executives rate patents as far more important
to innovation than do representatives of any other tech-driven business.”).

21. See generally MENELL ET AL., supra note 6, at 18-22 (desctibing the utilitarian
justification for intellectual property rights).

22. See id. at 36 (“The public benefits directly [from patents| through the spur to
innovation and disclosure of new technology.”); Amy Kapczynski & Talha Syed, The Continuum
of Excludability and the Limits of Patents, 122 YALE L.J. 1900, 1908 (2013) (“Conventional
economic actors will only produce a good when they can appropriate sufficient returns to
recoup the capitalized costs of providing the good.”).

23. See Robert P. Merges & Richard R. Nelson, On the Complex: Economics of Patent Scope,
90 CoLuM. L. REV. 839, 871 (1990) (noting that granting patent rights after invention but
before commercialization “allows the inventor to coordinate her activities with those of
potential imitators to reduce ineffective duplication of inventive effort”).

24. See generally U.S. CONST. art. 1, § 8, cl. 8 (““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.”); MENELL ET AL., s#pra note 6, at 19 (“The
economic philosophy behind the [constitutional] clause empowering Congtess to grant patents
and copyrights is the conviction that it is the best way to advance public welfare through the
talents of authors and inventors in ‘Science and useful Arts.” Sacrificial days devoted to such
creative activities desetve rewards commensurate with the services rendered.”).
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1. Patenting

Patent applicants have several major hurdles to clear between filing a
patent application and obtaining a valid patent. Chief among them is the need
to show that their invention is both novel and nonobvious in view of any prior
art. The novelty requirement™ is relatively easy to understand. If a single prior
art reference discloses each and every feature of the claimed invention, the
reference anticipates the invention and trenders it unpatentable. ** The
nonobviousness requirement”’ can seem somewhat less intuitive. However, at
bottom, a patent applicant needs to demonstrate that their invention would
not be obvious to a skilled artisan in view of the totality of the prior art’s
teachings (even if no single reference anticipates the invention).”®

2. Obtaining Regulatory Approval

To better understand how the FDA grants regulatory approval for new
pharmaceutical products, consider one particular scenario: the approval of a
small-molecule New Drug Application (NDA) under § 505 of the Federal
Food, Drug, and Cosmetic Act.” Section 505 broadly describes the application
process for legally marketing all new drugs in the United States.”” If a drug
product is entirely novel, in that it contains an active ingredient that has never
been approved by the FDA, then the pharmaceutical innovator (known as “the
sponsor”) will follow the regulatory pathway outlined in § 505(b)(1).”" To that
end, the sponsor itself will generate (often from scratch) all the safety and
efficacy data that are needed to support its case for regulatory approval.”

If, however, the sponsor’s new product is best described as a modification
of a previously approved drug (e.g., a liquid formulation of an eatlier-approved
solid tablet), then the sponsor may be able to seek expedited approval under
§ 505(b)(2).”” Even though, under a § 505(b)(2) framework, the sponsor still
needs to provide full assurance of the drug’s safety and efficacy to the FDA,
they can satisfy some of those requirements by pointing to data that were

25. 35U.S.C.§102.

26. MPEP § 2131 (9th ed. Rev. 10.2019, June 2020).
27. 35U.S.C.§ 103,

28. MPEP § 2141 (9th ed. Rev. 10.2019, June 2020).
29. See21 US.C. § 355.

30. 1d,

31, See 21 US.C. § 355(b)(1).

32, See 21 US.C. § 355(b)(1)(A) ().

33. See 21 US.C. § 355(b)(2).
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submitted with the earlier-approved analog.> In practice, then, a § 505(b)(2)
sponsor needs to first define the informational “bridge” between the already-
approved product and their new formulation.” Then, they must provide
whatever new data are needed to cross that bridge. ” But because the
informational bridge will, by its nature, always be shorter than the full
regulatory pathway under § 505(b)(1), there are temporal and financial
incentives for the sponsor to obtain approval under § 505(b)(2).”

3. Misaligned Incentives

Briefly comparing these two processes—patenting and FDA approval via
§ 505(b)(2)—reveals parallel, though oppositely aligned, incentives.” Because
of patent law’s novelty and nonobviousness requirements, a patent applicant
will naturally want to create as much distance as possible between their
invention and the prior art, which may include FDA-approved drug products
that are already on the market. However, when that same inventor approaches
the FDA to seek regulatory approval under § 505(b)(2), their prerogative is to
emphasize the similarities between their new formulation and one or more of
those same -earlier-approved drug products. The more a sponsor can

34. FDA, DETERMINING WHETHER TO SUBMIT AN ANDA OR A 505(B)(2)
APPLICATION 7-13 (May 2019), https://www.fda.gov/media/124848/download (outlining
“Scientific Considerations for ANDAs and 505(b)(2) Applications”).

35. Ingrid Freije, Stéphane Lamouche & Matio Tanguay, Review of Drugs Approved via the
505(b)(2) Pathway: Uncovering Drug  Development Trends and Regulatory  Requirements, 54
THERAPEUTIC INNOVATION & REGUL. SCI. 128, 128 (2020) (“A drug submitted via 505(b)(2)
can be approved based on data from studies not conducted by the sponsor, by relying on (1)
Agency’s previous findings of safety and effectiveness (AFSE) of an approved drug; and/or
(2) clinical and preclinical studies’ data from published literature without the right of reference.
This requires not only a successful bridging to an RLD (reference listed drug), by the means
of relative bioavailability (BA) or bioequivalence (BE) studies, but also some potential
additional studies that may be needed to fully suppott efficacy and/or safety of the new
product.”).

36. Id.

37. See Mitchell Katz, Why Are 505(b)(2)s Gaining Increased Interest Among Midsize Biopharma
Companies?, LIFE SCI. LEADER (Feb. 7, 2018), https://www lifescienceleader.com/doc/why-
are-b-s-gaining-increased-interest-among-midsize-biopharma-companies-0001  (explaining
that approval under § 505(b)(2) “takes less time, cost, and risk to get product|s] onto the
market because the active ingredient has been previously approved with data from a prior
submission package”).

38. This misalighment of incentives could also occur, for example, when a
pharmaceutical innovator submits a patent application with the USPTO and (1) an
Investigational New Drug (IND) application, or (2) an NDA via § 505(b)(1) with the FDA in
relation to the same small-molecule drug. Like § 505(b)(2) applications, IND applications and
§ 505(b)(1) applications may include information that is material to patentability. But the
misalignment of incentives is particulatly strong for § 505(b)(2) drug products because of the
inherently comparative nature of the § 505(b)(2) pathway.
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demonstrate a sameness between their formulation and its already-approved
analogs, the shorter the § 505(b)(2) “bridge” to approval will be—and the
cheaper and faster it will be for the sponsor to cross it.”

Thus, there is a (potentially big) problem. The innovator is at once
incentivized to share information about analogous competitor products with
the FDA and to hide (or at least reframe) that same information when seeking
patent exclusivity at the USPTO—even if the innovator suspects that the
information speaks to the novelty or nonobviousness of their invention.*’ If
they give into that temptation, they may well end up with a patent that does
not meet the statutory requirements for patentability. Not only does such a
patent offend the integrity of the patent system by undermining foundational
principles of novelty and nonobviousness, but it also denies the public access
to generics that are unfairly blocked by invalid patents.*

Unfortunately, it seems that at least some patent applicants do give into
that temptation. In a 2021 decision, Belcher Pharmacenticals, I.LC v. Hospira, Inc.
(“Belcher II”), the Federal Circuit affirmed the District Court for the District of
Delaware’s holding that a pharmaceutical patent assigned to Belcher
Pharmaceuticals, LLC (“Belcher”) was unenforceable over a range of
inconsistent representations that Belcher made when interacting with the
USPTO and FDA.* First, Belcher disclosed to the FDA information about
similar third-party products that it later withheld from the USPTO.* Second,
Belcher, when corresponding with the FDA, referred to the pH range of a
competitor product as “old,” later asserting that that same pH range was
“unexpectedly found to be critical” to its own invention when contesting an
obviousness rejection at the USPTO.* As a result, the district court found—
and the Federal Circuit agreed—that Belcher “did not merely withhold . ..

39. See Katz, supra note 37 (explaining why approval under § 505(b)(2) is faster, cheaper,
and less risky).

40. See The Editorial Board, Save America’s Patent System, N.Y. TIMES (Apr. 16, 2022),
https:/ /www.nytimes.com/2022/04/16/opinion/ patents-reform-drug-prices.html (“In
2014, for example, the E.P.A. discovered that some pesticide makers were routinely amplifying
the novel effects of their latest products in patent applications, only to downplay the same
effects to federal regulators. “They would tell the patent office that their pesticide deserved a
patent because it was different than what was already out there,” said Charles Duan, a public
interest attorney and a member of the patent office’s public advisory committee ... “Then
they’d tell the E.P.A. that the same pesticide didn’t need extra regulatory clearance because it
was no different than what was already out there.” Experts have long warned that the same
thing could easily be happening at the F.D.A.”).

41. See Sachs, supra note 17 (“[R]egulatory exclusivities and patents function similarly,
enabling innovators to block generic competitors from the market.”).

42. 11 F.4th 1345 (Fed. Cit. 2021).

43. Id. at 1354.

44. Id. at 1350-51.
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information but also used emphatic language” to make inconsistent statements
to the USPTO and FDA.*

BelcherI1 is, of course, just one case.*’

Butit represents an important tipping
point in the wider recognition of the inconsistent-representation problem that
is besmirching the pharmaceutical industry."” Within a week of the Bekber IT
decision, U.S. Senator Patrick Leahy of Vermont and U.S. Senator Thom Tillis
of North Carolina penned a bipartisan letter to the USPTO requesting that it
“take steps to reduce patent applicants’ [sic] making inappropriate conflicting
statements in submissions to the PTO and other federal agencies,” including
the FDA.* The senators’ letter echoed the demands for meaningful reform
that nonprofit organizations, such as -MAK, had been making for years.*
After Belcher 11, it seems like the USPTO and FDA are finally starting to listen.”

B. THE NEED FOR REFORM

On July 9, 2021, President Biden issued Executive Order No. 14300,
entitled “Executive Order on Promoting Competition in the American
Economy.””" Section 5(p)(vi) of the Executive Order stated that, “to help
ensure that the patent system, while incentivizing innovation, does not also
unjustifiably delay generic drug and biosimilar competition,” the FDA should
send a letter to the USPTO “enumerating and describing any relevant
concerns.” ** Biden’s Executive Order set in motion a series of
communications between the FDA and the USPTO. Though the various
communications differ in substance and scope, they all share a common
message: There is an urgent need for change.

On September 10, 2021, Janet Woodcock, then-Acting Commissioner of
Food and Drugs, sent a letter to the USPTO in accordance with Executive

45. Id. at 1352.

46. That said, there are relatively few cases that make it to the courts. See infra Section
IV.C.

47. See The Editorial Board, supra note 40 (describing the problem of inconsistent
representation at the USPTO and FDA).

48. See Leahy & Tillis Letter, supra note 4, at 1.

49. See I-MAK, STRENGTHENING COMPETITION FOR PRESCRIPTION DRUGS THROUGH
PATENT AND DRUG REGULATORY REFORM 6 (2022), https:/ /www.i-mak.org/strengthening-
competition-blueptint/ (describing proposals to “expand interagency collaboration, starting
with partnership between the PTO and the FDA”).

50. USPTO Director Vidal later acknowledged the senators’ letter in a post on the
USPTO “Director’s Blog.” See Kathi Vidal, Duty of Disclosure and Duty of Reasonable Inguiry
Promote Robust and Reliable Patents, Drive Competition and Economic Growth, and Bring Life-Saving
Drugs to the American Pegple, DIRECTOR’S BLOG (July 28, 2022, 5:34 AM), https://
www.uspto.gov/blog/ditector/entry/duty-of-disclosure-and-duty.

51. Exec. Order No. 14306, 86 Fed. Reg. 36,987, 36,997 (July 9, 2021).

52. Id.
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Order No. 14306.> Woodcock wrote generally of her desire to increase
“engagement between FDA and USPTO,” including, for example, offering
USPTO Examiners “training on FDA’s public information and databases that
may help USPTO locate pertinent references.”*

Then, on July 6, 2022, USPTO Director Kathi Vidal, in response to
Woodcock’s letter, asserted her desire to work with the FDA on “[e]xplor|ing]
consistency in representations made to the USPTO and FDA,” such as
“Initiatives to require patent applicants to provide relevant information to the
USPTO that has been submitted to other agencies.”” Further, on July 29,
2022, Director Vidal published a Notice in the Federal Register that broadly
discussed the duties of disclosure and reasonable inquiry during patent
prosecution.” Most notably, in Section V of the Notice, Director Vidal

explained that:

“Each individual with a duty to disclose, or party with a duty of
reasonable inquiry, should ensure that the statements made to the
USPTO and other Government agencies, or any statements made
on their behalf to other Government agencies regarding the claimed
subject matter, are consistent . . . . Providing material information to
other Government agencies, including the FDA, while
simultaneously withholding the same information from the USPTO
undermines both the intent and spirit of the duty of disclosure and
violates those duties.””’

Director Vidal specifically outlined several instances in which it may be
incumbent upon patent applicants (or any other party involved in patent
prosecution who has a duty to disclose) to share information with the USPTO
that has arisen through dealings with other government agencies.” For
example, a party with a duty to disclose should always review information they
receive from other government agencies in relation to their invention to
determine whether that information should be shared with the USPTO.” To

53. Letter from Janet Woodcock, Acting Comm’r Food & Drugs, to Andrew Hirshfeld,
Performing Functions & Duties Under Sec’y Com. for Intell. Prop. & Dir. USPTO 4 (Sept.
10, 2021), https:/ /www.fda.gov/media/152086/download.

54. 1d.

55. Letter from Katherine K. Vidal, Under Sec’y Com. for Intell. Prop. & Dir. USPTO,
to Robert M. Califf, Comm’t Food & Drugs 3—4 (July 6, 2022), https:/ /www.uspto.gov/sites/
default/files/documents/PTO-FDA-nextsteps-7-6-2022.pdf.

56. Duties of Disclosure and Reasonable Inquiry During Examination, Reexamination,
and Reissue, and for Proceedings Before the Patent Trial and Appeal Board, 87 Fed. Reg.
45,764, 45,764—67 (July 29, 2022) [hereinafter July 2022 Notice].

57. 1d. at 45,766.

58. 1d. at 45,766—67.

59. Id.
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illustrate this point, Director Vidal noted that pharmaceutical patentees who
receive Paragraph IV certifications should review the certification to determine
whether the factual and legal bases of the Paragraph IV challenge contain
information that is material to the patentability of matters still pending before
the USPTO (e.g., in a continuation application within the same family).®”
Likewise, patent practitioners violate their duty of good faith and candor under
37 C.F.R. § 1.56(a) when they devise deliberate schemes to prevent individuals
with a duty to disclose from obtaining relevant information in the first place.”’
As a consequence, the duty to disclose cannot be circumvented by “walling off
the patent prosecution practitioners from the attorneys seeking FDA

approva D62

On October 4, 2022, Director Vidal published a second Notice in the
Federal Register requesting public comments on “proposed initiatives directed
at bolstering the robustness and reliability of patents.”* The Notice described
the letters previously exchanged between the USPTO and FDA, reiterating
that the “USPTO could work with the FDA to ensure that our patent system
propetly and adequately protects innovation while not unnecessarily delaying
generic and biosimilar competition.”** However, neither the specific USPTO
initiatives described in the Notice nor the questions ultimately submitted for
public comment referred to increased USPTO-FDA collaboration.”

On November 7, 2022, Director Vidal published a third Notice in the
Federal Register, in which she outlined a “Public Listening Session” to be
jointly hosted by the USPTO and FDA on January 19, 2023.° In preparation

60. Id. Pursuant to 21 U.S.C. § 355(b)(2)(A)(iv), a “Paragraph IV” submission is made
when a generic applicant includes “in its application a ‘certification’ that a patent submitted to
FDA by the brand-name drug’s sponsor and listed in FDA’s [Orange Book] is, in the generic
applicant’s opinion and to the best of its knowledge, invalid, unenforceable, or will not be
infringed by the generic product.” FDA, PATENT CERTIFICATIONS AND SUITABILITY
PETITIONS  (2022), https://www.fda.gov/drugs/abbteviated-new-drug-application-anda/
patent-certifications-and-suitability-petitions. Examples of “continuing applications” include
continuation, divisional, and continuation-in-part applications. See MPEP § 201.02 (9th ed.
Rev. 10.2019, June 2020); see generally Chen Chen, Using Continuation Applications Strategically,
COOLEYGO,  https://www.cooleygo.com/using-continuation-applications-strategically/
(last visited Dec. 13, 2023) (describing continuation applications in the context of patent
portfolio development).

61. July 2022 Notice, s#pra note 56, at 45,767.

62. Id.

63. Request for Comments on USPTO Initiatives to Ensure the Robustness and
Reliability of Patent Rights, 87 Fed. Reg. 60,130, 60,130-34 (Oct. 4, 2022).

64. Id. at 60,130.

65. See id.

66. Joint USPTO-FDA Collaboration Initiatives; Notice of Public Listening Session and
Request for Comments, 87 Fed. Reg. 67,019, 67,019-20 (Nov. 7, 2022) [hereinafter November
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for the session, Director Vidal specifically requested written comments in
response to the following question: “What mechanisms could assist patent
examiners in determining whether patent applicants have submitted
inconsistent statements to the USPTO and the FDA?”% Part III of this Note

responds directly to Director Vidal’s request.

III. TACKLING INCONSISTENT REPRESENTATIONS
DURING PATENT PROSECUTION

Director Vidal has, as outlined above, spoken repeatedly of her desire to
increase USPTO-FDA interaction in ways that would help ensure the
robustness of the patent system. However, the USPTO and FDA have yet to
provide any detail on what this increased interaction would look like in
practice. This Part, in response, proposes a new system of USPTO-FDA
interaction that, to the extent possible, undercuts inconsistent representation
before a patent issues—that is, during examination of a nonprovisional patent
application.

A. A NEW SYSTEM OF USPTO-FDA INTERACTION

This Section argues that the USPTO should require that, when a patent
applicant files an NDA relating to the same subject matter, they must provide
the NDA application number to the USPTO. Then, USPTO Examiners must
(1) search for the NDA in the FDA’s public databases, (2) review the
information contained within the NDA submission, and (3) factor any relevant
information into their patentability (in particular, novelty and nonobviousness)
assessments during examination. The NDA information will then become part
of the prosecution file for each patent application.

As an initial matter, the burden of creating and maintaining this (or any)
new interagency system should lie primarily with the USPTO rather than the
FDA. The FDA has made it clear that it is not—and has no desire to
become—a patenting body.” In addition, the responsibility of overseeing
interagency conduct that serves to reinforce duties of disclosure, good faith,
and candor should fall on the agency that creates and perpetuates those

2022 Notice]; see also Joint USPTO-FDA Collaboration Initiatives; Notice of Public Listening
Session and Request for Comments, 87 Fed. Reg. 11,902, 11,902-03 (Feb. 24, 2023)
(explaining that the deadline for comment had been extended through March 10, 2023).

67. Id at 67,021-22.

68. See Woodcock, supra note 53, at 2 (“FDA has an important but ministerial role with
respect to patents.”).
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duties—namely, the USPTO.” Because any new system of USPTO-FDA
interaction will ultimately be intended to help the USPTO properly assess (ot,
as the case may be, reassess) patentability, it makes sense that USPTO
Examiners will bear the burden of collecting and using FDA submissions to
facilitate such assessments.”

What will the new system of USPTO-FDA interaction look like in
practice? When a patent applicant files a nonprovisional application, they will
also be required to submit to the USPTO the application numbers of any
relevant NDAs pending at or approved by the FDA.” Then, during patent
prosecution, the Examiner will use that NDA information to access and review
publicly available FDA records—for example, using the Drugs@FDA
database and the FDA’s Orange Book.”” The Drugs@FDA database, in
particular, contains (often redacted) correspondence between the FDA and the
pharmaceutical sponsor, including approval letters, review letters, and general
correspondence.” As a tresult, the Examiner will likely be able to note, for
example, whether the sponsor claimed that their product was comparable to
an already-approved Reference Listed Drug (RLD) as part of a § 505(b)(2)
application.” Thus, even if substantive comments about the already-approved
product are redacted, the Examiner may still gain baseline knowledge about

69. See MPEP §2001 (9th ed. Rev. 10.2019, June 2020) (describing the Duty of
Disclosure, Candor, and Good Faith).

70. Arguably, NDA information should still be submitted to the relevant prosecution
files of relevant éssued patents. In those cases, the Examiner can review the publicly available
NDA records and, if they find information that raises new questions of patentability, the
Examiner should be permitted to re-open prosecution. This process could, in many ways,
mimic existing post-issuance proceedings such as ex parte reexamination. See 35 U.S.C. § 302.

71. To understand the differences between provisional and nonprovisional patent
applications in the United States, see MPEP § 201 (9th ed. Rev. 10.2019, June 2020).

72. See Woodcock, supranote 53, at 4; Drugs@FDA: FD.A-Approved Drugs, FDA, https://
www.accessdata.fda.gov/sctipts/cdet/daf/index.cfm; FDA, APPROVED DRUG PRODUCTS
WITH THERAPEUTIC EQUIVALENCE EVALUATIONS | ORANGE BOOK (Oct. 17, 2022),
https:/ /www.fda.gov/drugs/drug-approvals-and-databases/approved-drug-products-
therapeutic-equivalence-evaluations-orange-book (“The publication Approved Drug Products
with Therapeutic Equivalence Evaluations (commonly known as the Orange Book) identifies
drug products approved on the basis of safety and effectiveness by the Food and Drug
Administration (FDA) under the Federal Food, Drug, and Cosmetic Act (the Act) and related
patent and exclusivity information.”).

73. See Drugs@FD.-A: FD.A-Approved Drugs, FDA, https://www.accessdata.fda.gov/
sctipts/cder/daf/index.cfm.

74. See FDA, supra note 34, at 2 n.7 (“The RLD ‘s the listed drug identified by FDA as
the drug product upon which an applicant relies in secking approval of its ANDA.” 21 CFR
314.3(b). Because an ANDA applicant is relying upon FDA’s finding that the RLD is safe and
effective, FDA’s practice is to designate as RLDs drug products that have been approved for
safety and effectiveness.”).
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the existence of a comparable, already-approved product, which may well
qualify as prior art that is material to patentability.

B. WHAT THIS NEW SYSTEM ACHIEVES—AND WHAT IT DOES NOT

Revisiting the Be/echer II decision provides a helpful example of the potential
usefulness of the new system of USPTO-FDA interaction proposed in this
Part. ® In that case, Belcher first submitted a § 505(b)(2) NDA for its
epinephrine formulation in November 2012, which the FDA ultimately
approved in July 2014.” The Drugs@FDA entry for Belcher’s formulation
then became publicly accessible in March 2015.” Meanwhile, Belcher filed a
nonprovisional patent application (claiming the same formulation) with the
USPTO in August 2014.”° The application later issued as a U.S. Patent in
March 2016.” Thus, a full year lapsed between Belcher’s NDA being released
on publicly available FDA databases (March 2015) and Belchet’s patent being
issued by the USPTO (March 2016).

If the USPTO-FDA system proposed in this Part had been in place at that
time, the USPTO Examiner would have had a full twelve months to review
the publicly available components of Belcher’s NDA submissions on
Drugs@FDA.* Had the Examiner undertaken such a review, they would have
been made aware, for example, that Belcher listed Twinject, an already-
approved epinephrine formulation, as an RLD in its § 505(b)(2) application.”
As explained by the district court in Bekher I, Twinject used the “old” pH range
that Belcher later described as “critical” when trying to patent its own
formulation at the USPTO.* At minimum, then, notice of Belcher’s NDA
would have made the Examiner aware of a patently material third-party
product that Belcher did not disclose to the USPTO, despite Belcher’s belief

75. See supra Section 11.A.3.

76. NDA No. 205029, DRUGS@FDA: FDA-APPROVED DRUGS (Mar. 31, 2015),
https:/ /www.accessdata.fda.gov/drugsatfda_docs/nda/2014/2050290rig1s000TOC.cfm.

77. Id.

78. U.S. Patent Application No. 14/460,845 (filed Aug. 15, 2014).

79. U.S. Patent No. 9,283,197; Belcher Pharms., LLC v. Hospira, Inc. (Bekher1I), 11 F.4th
1345, 1349-50 (Fed. Cir. 2021).

80. Assuming, of course, that the patenting timeline remained otherwise unaltered.

81. Se, eg, FDA, PHARMACOLOGY REVIEW 46 (Jan. 30, 2013), https://
www.accessdata.fda.gov/drugsatfda_docs/nda/2014/20502901ig1s000PharmR.pdf  (“This
submission is primarily based on published literature as a 505(b)(2) application and safety
information from Twinject NDA 020800, an approved drug) as the listed reference drug.”).

82. Belcher Pharms., LLC v. Hospira, Inc. (Bekher I), 450 F. Supp. 3d 512, 522-23 (D.
Del. 2020). Note that, while Belcher specifically described the pH range of another third-party
formulation—that of Sintetica SA—as “old,” the Bekher I court explained that the Twinject
and Sintetica SA formulations “had approximately the same pH.” Id.
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that such a product was similar enough to its own to be listed as an RLD in its
NDA.

But a new system of USPTO-FDA interaction is not just useful—it is
necessary. First, creating a system of dual requirements—that patent applicants
disclose NDA information and that USPTO Examiners review publicly
available FDA records—increases the likelihood that the relevant information
will be provided to and considered by the Examiner. To be sure, the duty of
disclosure already encompasses the requirement to share with the USPTO
material information submitted to other government agencies.” And USPTO
Examiners have always been able to access FDA’s public databases without a
formal system of USPTO-FDA interaction. But the status quo is clearly not
working, at least with the effectiveness needed to tackle the problem of
inconsistent representation.” Establishing a system of explicit disclosure and
review requirements for patent applicants and Examiners, respectively, is thus
necessaty to uphold “both the intent and spirit of the duty of disclosure.”®

Second, the FDA Orange Book—the closest existing analog of the
proposed new system—only lists issued patents for approved drugs.
Consequently, by the time an Examiner is able to use the Orange Book to link
patents and FDA records, prosecution is long over.”” A system that instead
connects FDA submissions to pending patent applications (at least some of
the time) will help tackle inconsistent representation in the most effective way
possible: before an invalid patent actually issues.*® This will save critical USPTO
resources in the long run by shortening the time spent by Examiners

prosecuting ultimately unpatentable inventions.

The new system proposed herein will also have beneficial outcomes both
for generics manufacturers and the general public. As things stand, an accused
infringer has to wait for (in reality, invalid) patents to issue and appear in the

83. See July 2022 Notice, supra note 50, at 45,760.

84. See November 2022 Notice, s#pra note 606, at 67,021-22 (requesting public comment
on possible mechanisms for tackling the inconsistent representation problem); Woodcock,
supra note 53, at 4 (suggesting that USPTO Examiners could benefit from “training on FDA’s
public information and databases that may help USPTO locate pertinent references”).

85. See July 2022 Notice, supra note 506, at 45,760.

86. See FDA, APPROVED DRUG PRODUCTS WITH THERAPEUTIC EQUIVALENCE
EVALUATIONS | ORANGE BOOK (Oct. 17, 2022), https://www.fda.gov/drugs/drug-
apptovals-and-databases/approved-drug-products-therapeutic-equivalence-evaluations-
orange-book (describing the Orange Book).

87. Of course, prosecution may be ongoing for other applications in the patent family.
But there is currently no straightforward way for an Examiner to know that the patent
application she is assessing is part of a family with issued patents listed in the Orange Book.

88. Again, that is not to say that patentees should not also be required to submit NDA
information for issued patents. See supra note 70.
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Orange Book before they can submit Paragraph IV unenforceability
certifications based on inconsistent representation.*”” This delay has significant
financial costs for generics manufacturers while they are frozen out of the
market.”’ More importantly, it denies the public access to generic medicines
that are unfairly blocked by invalid patents.” It is thus imperative that the
USPTO devise a system, such as the one proposed in this Part, that allows
patent Examiners to access FDA submissions as early as possible in the patent
prosecution timeline.

Admittedly, the proposed new system of USPTO-FDA interaction would
be far from perfect. One significant problem is that our current patent
prosecution and FDA approval processes suffer from a fundamental—if not
fatal—incompatibility. Patent prosecution, unlike the FDA approval process,
is inherently public. > Indeed, USPTO Director Vidal, writing in her
November 2022 Notice in the Federal Register, seemed to anticipate the
problematic nature of this private-public dichotomy: As part of her request for
mechanisms to tackle inconsistent representation, Director Vidal asked
commenters to “explain whether such mechanisms present confidentiality
concerns and, if so, how those concerns could be addressed.””

Likewise, the public-private problem has not gone unnoticed by
nonagency advocates of greater USPTO-FDA interaction. For instance, I-
MAK, a nonprofit organization, has suggested that pharmaceutical patent
applicants should be required to submit copies of all FDA filings with the
USPTO during prosecution.” Acknowledging the need to “avoid any issues
relating to trade secrets,” I-MAK suggested that “[t|he sharing of information
on drug products between FDA and PTO could be made through a

89. See FDA, supra note 60 (describing Paragraph IV certifications as governed by 21
U.S.C. § 355(b)(2)(A)(iv)).

90. See Sachs, supra note 17 (“Lower-priced generic versions of these drugs may not
appear for decades—and may be delayed beyond the expected date by patent holders’ arcane
strategies for extending their legal monopolies. In the meantime, patent holders may have no
qualms about raising their prices year after year, putting their products even further out of
reach.”).

91. Seeid.

92. Compare 37 CF.R. §1.11 (2012) (explaining the public components of patent
prosecution), with 21 CF.R. §314.430 (2008) (discussing the “[a]vailability for public
disclosure of data and information in an [NDA] or abbreviated application”). For this reason,
this Part suggests that patent applicants should only be required to submit ND.A4 information
to the USPTO since those applications (or at least parts of them) eventually become accessible
to the public. Other types of FDA submissions, e.g., INDs, generally do 7of become public.
See 21 CE.R. § 312.130 (2003) (discussing the “[a]vailability for public disclosure of data and
information in an IND”).

93. See November 2022 Notice, s#pra note 66, at 67,022.

94. I-MAK, supra note 49, at 6.
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memorandum of understanding.” > The problem with I-MAK’s
recommendation is that the Examiner cannot keep confidential a patent
applicant’s statements from an NDA and also use them as the basis of a
novelty or obviousness rejection that becomes part of an entirely public patent
prosecution trecord.” To be sure, the Bekher Il timeline outlined at the
beginning of this Section does demonstrate that even publicly accessible NDA
information could, under the system proposed in this Part, prove useful to
patentability assessments. But as long as patent prosecution and FDA approval
continue to operate in inherently incompatible public and private spheres,
USPTO Examiners can only ever be required to access publicly available
information in FDA databases.

A second issue is that pharmaceutical companies typically file patent
applications long before they submit corresponding NDAs.” To compound
the problem, the FDA adds information about drug products to its publicly
accessible databases only after the drug has been approved, which typically
occurs six to ten months after NDA submission.” As a consequence, it is
entirely possible that one or more patents will have already issued in a patent
family covering the product for which the pharmaceutical entity later obtains
regulatory approval.” For these patents, the new system of USPTO-FDA
interaction and the existing FDA Orange Book would, in essence, become
mirror images of each other: The USPTO’s file wrapper would contain NDA

95. Id.

96. See37 C.F.R § 1.11 (describing the public components of patent prosecution).

97. Consider the following sample timelines. According to data from 2000 to 2010, the
time interval between filing a provisional patent application with the USPTO and receiving an
IND effective date (which typically occurs up to 30 days after filing the initial IND application)
for a New Chemical Entity at the FDA can be as long as 4.7 years without sacrificing market
exclusivity. Michael K. Dunn, Timing of Patent Filing and Market Excclusivity, 10 NATURE REVS.
DRUG DISCOVERY 487, 488 (2011). In contrast, in January 2023, the mean time between filing
a nonprovisional application and receiving a final disposition (patent issuance or abandonment
of the application) in the 1600 Technology Center was 2.3 years. Patents Pendency Data October
2023, USPTO, https://www.uspto.gov/dashboard/patents/total-pendency-by-tc.html (last
visited Dec. 13, 2023). Thus, as a very rough estimate (assuming consistency over time, etc.),
a typical pharmaceutical patentee will obtain a patent for their drug product more than one
year before they file an IND application at the FDA. Note that pharmaceutical sponsors tend
to submit an IND approximately 5-7 years before filing the corresponding NDA. See Martin
S. Lipsky & Lisa K. Sharp, From Idea to Market: The Drug Approval Process, 14 ]. AM. BD. FAMILY
PRAC. 362, 365 (2001).

98. See FDA, StEP 4: FDA DRUG REVIEW (Jan. 4, 2018), https://www.fda.gov/
patients/drug-development-process/step-4-fda-drug-review#.

99. See Eli Lilly & Co. v. Actavis Elizabeth LLC, 731 F. Supp. 2d 348, 376 (D.N.]. 2010)
(“Indeed, most drugs are patented long before their commercial use is approved by the
FDA.”).
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information for approved drugs and the FDA Orange Book would provide
relevant patent information for those same approved drugs.

Arguably, then, the real value of this new USPTO-FDA system lies in its
potential for circumventing patent “evergreening.”'” Because most drugs are
covered by multiple patents, it is likely that a significant number of continuing
applications'”" will remain pending after initial FDA approval.'"” For example,
many pharmaceutical companies, when patenting a small-molecule drug
product, will first patent the chemical entity, and then subsequently patent
specific formulations, methods of treatment, and dosing.'”” NDA submissions
often contain therapeutically specific safety and efficacy information that is
more relevant to these later-issued patents.' It is therefore possible that latet-
filed patent applications covering these aspects of the invention will still be
undergoing prosecution when the corresponding NDAs are submitted. Should
that be the case, any information that is material to patentability—assuming it

100. See Rebecca S. Eisenberg, The Role of the FDA in Innovation Policy, 13 MICH.
TELECOMM. & TECH. L. REV. 345, 354 (2007) (describing “evergreening” as the practice by
which patentees seck “to prolong their effective periods of patent protection through . ..
strategies that add new patents to their quivers as old ones expire”); see also WARD, HICKEY &
RICHARDS, supra note 16, at 41-45 (providing more information about common
“evergreening” practices).

101. Examples of “continuing applications” include continuation, divisional, and
continuation-in-part applications. See MPEP § 201.02 (9th ed. Rev. 10.2019, June 2020); see
generally Chen Chen, Using Continnation Applications Strategicall, COOLEYGO, https://
www.cooleygo.com/using-continuation-applications-strategically/ (last visited Dec. 13, 2023)
(describing continuation applications in the context of patent portfolio development).

102.  See Robin Feldman, May Your Drug Price Be Evergreen, 5 ] L. & BIOSCIENCES 590, 601—
02 (2018) (“Simple techniques can involve obtaining new protections on existing drugs by
filing additional patents, sometimes on methods of producing or manufacturing the drugs . . . .
More complex evergreening strategies involve developing new formulations, dosage
schedules, or combinations that can be used to obtain new patents”); Uri Y. Hachoen,
Evergreening at Risk, 33 HARV. ].L. & TECH. 479, 486 (2020) (“In [the pharmaceutical] industry,
patents of negligible market value are sometimes disproportionately rewarded by allowing
brand-name manufacturers to artificially extend their monopolies over existing drugs when
their current legal protections are about to expire.”).

103. See M. David Weingarten & Shana K. Cyr, Securing and Maintaining a Strong Patent
Portfolio for Pharmacenticals, 10 ACS MEDICINAL CHEMISTRY LETTERS 838, 839 (2019) (“Once
researchers begin to generate novel compounds that show relevant biological activity, patent
applications may be filed on potential drug candidates, both specifically and generically, and
their methods of use. As these potential drug candidates advance through preclinical and then
clinical development, applications may be filed on further scientific advances such as new
dosage forms, potential new uses, methods of administration, and possible novel drug
combinations with other known drugs.”).

104. See FDA, BIOAVAILABILITY AND BIOEQUIVALENCE STUDIES SUBMITTED IN NDAS
OR INDS—GENERAL CONSIDERATIONS (Mar. 2014), https://www.fda.gov/media/88254/
download (describing the types of safety and efficacy information often included in FDA
submissions).
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is publicly available—can be assessed during the prosecution of those

applications and, if the timing is right, prevent patents from issuing.'”

Lastly, this new system of USPTO-FDA interagency disclosure could
suffer from noncompliance. To be sure, it would likely be more difficult for a
patent applicant to offer a good-faith explanation of their decision to forgo a
simple and explicit mandate—timely disclosure of FDA submission details to
the USPTO—than it might be for them to excuse a failure to comply with a

more amotphous duty to disclose.'”

But, as in any administrative system, at
least some participants will default on their duties (intentionally or otherwise)

and fail to provide relevant NDA information to the USPTO.

Taken together, issues of confidentiality, timing, and noncompliance
would likely undermine, at least to some extent, the overall usefulness of the
proposed system of USPTO-FDA interaction. This Note contends that such
a system could nonetheless play an important role in undercutting inconsistent
representation—especially in large, multi-generational patent families with
drawn-out prosecution timelines. Further, all patent applicants would arguably
be discouraged from making inconsistent representations in the first place:
Because Examiners would have notice of and access to FDA records (later, if
not sooner), there would be less incentive to try and game the system from the
outset. But the proposed new system of USPTO-FDA interaction would
certainly not be foolproof. What is needed, then, is a safety net. Accused patent
infringers must have an effective means by which they can challenge the
validity of a pharmaceutical patent obtained in spite of (if not because of)
inconsistent representation at the USPTO and FDA.'"” And that, this Note
proposes, is where the courts come in.

IV.  TACKLING INCONSISTENT REPRESENTATIONS
AFTER PATENT ISSUANCE

Under current law, if a court finds that a patentee engaged in inequitable
conduct during patent prosecution, the whole patent is rendered

105. Again, that is not to say that patentees should not also be required to submit NDA
information for issued patents. See supra note 70.

106. Itis possible (though purely speculative) that similar reasoning underscored Director
Vidal’s decision to recently clarify that the duty to disclose already encompasses the need to
make consistent representations to government agencies. See July 2022 Notice, s#pra note 506,
at 45,764-67.

107. Issues of patentee noncompliance aside, an invalid patent might also be granted if
the USPTO Examiner failed to recognize the materiality of information contained in an FDA
submission.
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unenforceable.'” In theoty, then, inequitable conduct doctrine should provide
a useful mechanism for accused patent infringers to challenge the
enforceability of a patent obtained through deception—including where that
deception is evidenced by inconsistent representation at the USPTO and
FDA.'"” But in practice, it is all but impossible for defendants in patent
infringement lawsuits to raise a successful inequitable conduct claim because
of the exceptionally high legal standards outlined by the Federal Circuit in

Therasense.™°

This Part argues that the Federal Circuit should revise its inequitable
conduct doctrine to create a “pharma exception” to Therasense. The court
should hold that, when an accused infringer shows that a patentee (1) failed to
disclose to the USPTO references it shared with the FDA to support its case
for regulatory approval, or (2) made inconsistent or contradictory statements
to the USPTO and the FDA, there should be a rebuttable presumption that
both the materiality and the intent prongs of the Therasense inequitable conduct
test are satisfied.'"" By adopting this change, the court would revitalize an
important post-patent-issuance mechanism for tackling the problem of
inconsistent representation.

A. INEQUITABLE CONDUCT DOCTRINE UNDER THERASENSE

The remedy for a finding of inequitable conduct—whole-patent
unenforceability—is the “atomic bomb” of patent law.'"” Patentees—even
ones who are ultimately successful—must defend their good names against

' The attorney who prosecuted the application will
114

accusations of bad faith.
undoubtedly face devastating consequences to their professional reputation.
Perhaps unsurprisingly, then, courts have struggled to strike the right balance
between “ensurfing] ... candor and truthfulness” on the part of patent

108. Aventis Pharma S.A. v. Amphastar Pharms., Inc., 525 F.3d at 1334, 1349 (Fed. Cir.
2008) (Rader, J., dissenting).

109. See Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276, 1287 (Fed. Cir.
2011) (en banc) (“As the inequitable conduct doctrine evolved ... it came to embrace a
broader scope of misconduct, including not only egregious affirmative acts of misconduct
intended to deceive both the PTO and the courts but also the mere nondisclosure of
information to the PTO.”).

110.  See id. at 1290-95; Frederick Frei & Sean Wooden, Inequitable Conduct Claims One Year
After Therasense, 221 MANAGING INTELL. PROP. 66, 66 (2012) (“After the holding in
Therasense, it was widely believed that the court had sounded the death knell to the inequitable
conduct defense by imposing evidentiary requirements that could rarely be met.”).

111. These two criteria mirror Director Vidal’s framing of the inconsistent representation
problem. See July 2022 Notice, supra note 56, at 45,766.

112, Aventis, 525 F.3d at 1349 (Rader, J., dissenting).

113, Therasense, 649 F.3d at 1288.

114. Id.
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applicants and nurturing the incentive to seek patent protection in the first
place.'”

The origins of inequitable conduct doctrine in patent law can be traced to
116 The Supreme Court laid the foundations of

modern inequitable conduct doctrine in three germinal cases: Keystone Driller
Co. v. General Excavator Co.,''" Hagel-Atlas Glass Co. v. Hartford-Empire Co.,'"® and

119

the unclean hands doctrine.

Precision Instrument Manufacturing Co. v. Automotive Maintenance Machinery Co.
Shortly thereafter, the Patent Act of 1952 triggered the advent of whole-patent
unenforceability as the remedy for inequitable conduct.'” The creation of the
Federal Circuit in 1982 brought much-needed uniformity to inequitable
conduct doctrine. '*' Because eatlier cases had involved such flagrant
misconduct, and the claims had arisen in equity, not law, the Supreme Court
had been unable to articulate clear legal standards to guide lower courts.'”
Fortunately, the Federal Court, since its inception, has been consistent in
requiring that two elements be satisfied for a showing of inequitable conduct:

materiality and intent."” Unfortunately, the consistency ends there.'*

The pleading and legal standards that govern inequitable conduct defenses

have changed considerably and frequently over the past four decades.'”

115. See Aventis, 525 F.3d at 1349 (Rader, J., dissenting).

116.  Therasense, 649 F.3d at 1285 (“Inequitable conduct is an equitable defense to patent
infringement that, if proved, bars enforcement of a patent. This judge-made doctrine evolved
from a trio of Supreme Court cases that applied the doctrine of unclean hands to dismiss
patent cases involving egregious misconduct.”).

117. 290 U.S. 240 (1933).

118. 322 U.S. 238 (1944).

119. 324 U.S. 806 (1945).

120. 35 U.S.C. §282(b)(1).

121. For a more detailed description of the evolution of inequitable conduct doctrine in
lower courts prior to the establishment of the Federal Circuit, see Robert J. Goldman, Evo/ution
of the Inequitable Conduct Defense in Patent Litigation, 7. HARV. ].L. & TECH. 37, 5267 (1993).

122. Robert Swanson, The Exergen and Therasense Effects, 66 STAN. L. REV. 695, 700
(2014).

123. See id. at 701 (“For the entire duration of the Federal Circuit’s existence, it has been
clear that inequitable conduct has two elements: materiality and intent.”).

124. See id. (explaining that, even after the creation of the Federal Circuit, “the elements
needed to prove inequitable conduct were often vague and shifting”).

125. Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276, 1287-88 (Fed. Cir.
2011) (en banc) (“[T]he standards for intent to deceive and materiality have fluctuated over
time.”); see, e.g., Am. Hoist & Dertick Co. v. Sowa & Sons, Inc., 725 F.2d 1350, 1363 (Fed. Cit.
1984) (finding that materiality and intent exist on a sliding scale); Hoffman-LaRoche Inc. v.
Lemmon Co., 906 F.2d 684, 688 (Fed. Cir. 1990) (holding that gross negligence is insufficient
for a finding of intent); Ferring B.V. v. Barr Lab’ys, Inc., 437 F.3d 1181, 1191 (Fed. Cir. 2006)
(finding that intent may be presumed in the absence of a credible explanation for gross
negligence on the part of the patentee); Star Sci., Inc. v. R.J. Reynolds Tobacco Co., 537 F.3d
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Exergen Corp. v. Wal-Mart Stores, Inc. marked a particularly notable shift.”** In
that case, the Federal Circuit held that, because inequitable conduct is a type
of fraud, it demands a heightened pleading standard—specifically, it must be
pleaded with particularity per Rule 9(b) of the Federal Rules of Civil
Procedure.””” Under materiality, the Exergen court held, the accused infringet’s
plea must “identify the specific who, what, when, where, and how of the
material misrepresentation ot omission.”'* Under intent, the party raising the
inequitable conduct defense must include sufficient factual detail for a court
to “infer that a specific individual (1) knew of the withheld information or of
the falsity of the material misrepresentation, and (2) withheld or
misrepresented this information with a specific intent to deceive the PTO.”'”

A second major change occurred after Therasense. In response to concerns
over the perceived leniency of its inequitable conduct doctrine, the Federal
Circuit heightened the legal standards for both the materiality and the intent
prongs of its two-part test.”’ Now, under materiality, the defendant must
show, by a preponderance of the evidence, that the information in question is
but-for material to patentability such that the USPTO would not have allowed
a claim if it had been aware of the information."”" Importantly, this but-for

1357, 136667 (Fed. Cir. 2008) (holding that materiality and intent must be established
separately by clear and convincing evidence before the court can engage in balancing the facts
and equities of unenforceability).

126. See 575 F.3d 1312 (Fed. Cir. 2009).

127. Id. at 1327.

128. Id. at 1328.

129. Id. at 1328-29.

130. Therasense, 649 F.3d at 1290 (“While honesty at the PTO is essential, low standards
for intent and materiality have inadvertently led to many unintended consequences, among
them, increased adjudication cost and complexity, reduced likelihood of settlement, burdened
courts, strained PTO resources, increased PTO backlog, and impaired patent quality. This
court now tightens the standards for finding both intent and materiality in order to redirect a
doctrine that has been overused to the detriment of the public.”).

131. Id. at 1291-92. Prior to Therasense, the materiality standard had been pegged to the
USPTO’s own (fluctuating) materiality standard under Rule 56. But now, the standard under
Therasense is stricter than the USPTO’s Rule 56, which currently specifies that information is
only material if it (1) is non-cumulative over the information already disclosed, and (2) either
establishes a prima facie case of unpatentability or is inconsistent with a position patentee
adopted during prosecution. In fact, the Therasense “but-for material” requirement for
inequitable conduct is now virtually coextensive with the materiality standard needed to
invalidate a claim. The only difference in the two tests is the standard of proof: but-for
materiality must be proven by a preponderance of the evidence for a finding of inequitable
conduct, but by clear and convincing evidence for a finding of invalidity. Id. Thus, a finding
of invalidity in district court based on a withheld reference implies that the reference is
necessarily but-for material under Therasense’s materiality standard. However, a withheld
reference may still be but-for material in terms of inequitable conduct doctrine even if it is not
sufficient to invalidate a claim in district court.
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materiality is purely objective: Under this first prong of the two-part test, it
matters not whether the patentee had knowledge of the information, let alone
its materiality. > The question to be answered is simply whether the
information would have precluded patentability had the USPTO been aware
of it."”

Under the second prong of the Therasense test, the defendant must show,
by clear and convincing evidence, that the specific intent to deceive or mislead
the USPTO is the “single most reasonable inference” to be drawn.”™* In fact,
when there are “multiple reasonable inferences . . . intent to deceive cannot be
found.”"” Writing for the majority in Therasense, Chief Judge Rader explained
that, to satisfy the intent prong of an inequitable conduct defense, an accused
infringer must show three things, each by clear and convincing evidence: (1)
the patentee knew of the information, (2) the patentee knew that the
information was material, and (3) the patentee made a deliberate decision to
withhold the information from the USPTO."

Note that the first and second requirements under the intent prong of the
inequitable conduct test create a separate and distinct materiality
component.”’ As discussed above, the information withheld from the USPTO

132. See Therasense, 649 F.3d at 1291 (“[I]n assessing the materiality of a withheld reference,
the court must determine whether the PTO would have allowed the claim if it had been aware
of the undisclosed teference.”).

133, See id.

134. 1d. at 1290; see 1st Media, LLC v. Elec. Arts, Inc., 694 F.3d 1367, 137475 (Fed. Cir.
2012) (“Knowledge of the reference and knowledge of materiality alone are insufficient after
Therasense to show an intent to deceive . ... [I]t is not enough to argue carelessness, lack of
attention, poor docketing or cross-referencing, or anything else that might be considered
negligent or even grossly negligent.”); Western Plastics, Inc. v. DuBose Strapping, Inc., No.
2021-1371, 2022 WL 576218, at *1 (Fed. Cir. Feb. 25, 2022) (“[W]e agree with the district
court that [the defendant] did not set forth evidence to meet the high [post-Therasense] standard
of establishing that the patent applicant intended to deceive the Patent Office, as required to
sustain an inequitable conduct defense.”).

135. Therasense, 649 F.3d at 1290-91.

136. Id. at 1290. Note that, though Therasense dealt with a patentee that withheld references
from the PTO, the Federal Circuit has clarified that the Therasense standard also applies to
factual misrepresentations (including representations about references that were actually
submitted to the USPTO). Se, e.g., Ohio Willow Wood Co. v. Alps S., LLC, 813 F.3d 1350,
1357 (Fed. Cir. 2016) (“A party secking to prove inequitable conduct must show by clear and
convincing evidence that the patent applicant made wisrepresentations or omissions material to
patentability, that he did so with the specific intent to mislead or deceive the PTO, and that
deceptive intent was the single most reasonable inference to be drawn from the evidence.”)
(emphasis added).

137. See, eg., Baxter Int’l, Inc. v. CareFusion Corp., No. 15 C 9986, 2022 WL 981115, at
*8 (N.D. Ill. Mar. 31, 2022) (“The next requirement is that the inventors must have known
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must first be oljectively but-for material to patentability.'”® But a showing of
intent requires the accused infringer to prove that the patentee had a subyective
knowledge both of the information’s existence and of its materiality.” Note
also that the third requirement of the intent prong—a showing that the
patentee made a “deliberate decision to withhold” the information from the
USPTO—is one of purpose, not knowledge. ' In his closing rematks in
Therasense, Chief Judge Rader ordered that, on remand, the lower court should
determine whether the patentee “made the conscious decision not to disclose
[the relevant information] #z order to deceive the PTO.”' In other words, a
showing that the patentee understood that their conduct would deceive the
USPTO is not enough—the defendant must prove that the patentee had the
express purpose of deception.

Thus, for post-Therasense defendants, the bar to raising an inequitable
conduct defense is exceedingly high. Only a showing (under demanding
evidentiary standards) that the patentee intentionally withheld or
misrepresented information that would have precluded issuance of a patented
claim will suffice. Indeed, it bears repeating: Not only must the accused
infringer show that the information withheld from or misrepresented to the
USPTO was objectively but-for material to patentability, but they must also
show that the patentee had a subjective appreciation of the information’s
materiality and acted with the purpose of deceiving the USPTO when it
withheld or misrepresented the material information. Importantly, the
Therasense court also explicitly disavowed the sliding scale approach it had
favored in the past, “where a weak showing of intent [could] be found
sufficient based on a strong showing of materiality, and vice versa.”'** Instead,
after Therasense, the “court must weigh the evidence of intent to deceive

independent of its analysis of materiality.”'*’

Some critics have suggested that the Therasense court was overzealous in its
efforts to address the “plague” of inequitable conduct defenses that were

the [withheld information was] material. This is a requirement of knowledge, not of the
separate inquiry of but-for materiality required for an inequitable conduct showing.”).

138.  See Therasense, 649 F.3d at 1291 (“[I]n assessing the materiality of a withheld reference,
the court must determine whether the PTO would have allowed the claim if it had been aware
of the undisclosed reference.”).

139. Seeid. at 1290.

140. See id.

141. Id. at 1296 (emphasis added).

142. See id. at 1290.

143. Id.
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common in patent litigation."** This view was seemingly shared by the dissent
in Therasense, which, believing the majority’s approach to be too restrictive,
> However, the data show that
courts reject post-Therasense inequitable conduct defenses for lack of intent
(87% of failed defenses) much more frequently than for lack of materiality
(57% of failed defenses)."* This trend may be attributable to the fact that
“direct evidence of specific intent to deceive is difficult to find, so it is relatively

advocated for a more modest materiality test.

simple for a judge to conclude that an accused infringer failed to prove
intent.”'” As a result, even if the Federal Circuit were to now soften its
materiality requirement, it is not clear that such a change, in the absence of a
sliding scale, could revive the effectiveness of the inequitable conduct

defense.!*®

B. THREE CASE STUDIES IN INCONSISTENT REPRESENTATION: BRUNO,
BELCHER, AND BAXTER

To understand the impact of Therasense, and the changes to the legal
standards of the intent prong in particular, this Section considers three case
studies: (1) Bruno Independent 1 iving Aids, Inc. v. Acorn Mobility Services, 1.td;'* (2)
Belcher Pharmacenticals, I.1C v. Hospira, Inc.;"" and (3) Baxter International, Inc. v.
CareFusion Corp.,”" each of which is discussed in turn below. All three cases
(the first two from the Federal Circuit and the third from the Northern District
of Illinois) turned on issues of inconsistent representation at the USPTO and
FDA. Notably, Bruno and Baxter did not involve pharmaceutical patents. But
the analysis and holdings in each case are nonetheless helpful for
understanding the application of pre- and post-Therasense inequitable conduct

144. Butlington Indus., Inc. v. Dayco Corp., 849 F.2d 1418, 1422 (Fed. Cir. 1988); see
Swanson, supra note 122, at 72024 (outlining criticism of the Federal Circuit’s rationale for
Therasense).

145.  See Therasense, 649 F.3d at 1304 (Bryson, J., dissenting) (arguing that materiality should
be measuted by the PTO’s Rule 56 standatd).

146. Swanson, supra note 122, at 708. These findings are consistent with pre-Therasense
data generated by Petherbridge and co-workers in 2011. See Lee Petherbridge, Jason Rantanen
& Ali Mojibi, The Federal Circuit and Inequitable Conduct: An Empirical Assessment, 84 S. CAL. L.
REv. 1293, 1319-21 (2011) (“[W]hen the Federal Circuit gives a single reason for patentee
success, the reason is neatly two and a half times more likely to be lack of intent to deceive
than it is to be lack of materiality.”).

147. Swanson, supra note 122, at 709.

148. See Therasense, 649 F.3d at 1290 (“[A] court must weigh the evidence of intent to
deceive independent of its analysis of materiality.”).

149. 394 F.3d 1348 (Fed. Cir. 2005).

150. 11 F.4th 1345 (Fed. Cir. 2021).

151. No. 15 C 9986, 2022 WL 981115 (N.D. Ill. Mar. 31, 2022).
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doctrine by the courts to claims of inconsistent representation at the USPTO
and FDA.

1. Bruno Independent Living Aids, Inc. v. Acorn Mobility Services,
Ltd.

In Bruno, a pre-Therasense case, the Federal Circuit held that a stairlift
manufacturer had engaged in inequitable conduct' by withholding from the
USPTO material prior art they had previously disclosed to the FDA as part of
a §510(k) submission.” The analysis turned on disclosure of a competitor
product, the “Wecolator.”"* In seeking FDA approval to sell its stairlift, Bruno
Independent Living Aids, Inc. (“Bruno”) made a claim of “substantial
equivalence” between its product and the Wecolator."”” However, the same
information about the competitor product was never shared with the
USPTO."™

Adopting a pre-Therasense Rule 56 materiality standard,”” the Federal
Circuit held that, “[h]ad the Examiner known about the Wecolator . . . Bruno
could not have touted the front offset swivel as a point of novelty.”"® The
Wecolator disclosure was thus material to patentability under Rule 56.'* In
fact, the Wecolator’s materiality was also crucial to the Federal Circuit’s
analysis of intent. The court acknowledged that the district court had
“provided little explicit support for its finding of intent.”'* However, the court
relied on the pre-Therasense materiality-intent sliding scale, finding that “the
high materiality of the Wecolator”” meant there was “sufficient evidence based
upon which a fair inference of deceptive intent may be drawn.”'*" Such a
reliance would, as noted above, be impossible post-Therasense.'”

152.  Bruno, 394 F.3d at 1355.

153. 510(K) No. K921648, 510(K) PREMARKET NOTIFICATION (May 4, 1992), https://
www.accessdata.fda.gov/sctipts/cdrh/cfdocs/cfpmn/pmn.cfm?ID=K921648. Note that
§ 510(k) submissions are used by medical device manufacturers to notify the FDA of their
intent to matket a medical device in the United States. See 570(k) Clearances, FDA (Nov. 0,
2023), https:/ /www.fda.gov/medical-devices/device-approvals-denials-and-clearances/
510k-clearances.

154.  Bruno, 394 F.3d at 1351-52.

155. Id. at 1352.

156. Id.

157. 37 C.E.R. § 1.56(b)(2)(i) (2012).

158.  Bruno, 395 F.3d at 1353.

159. Id. at 1354.

160. Id.

161. Id.

162. See Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276, 1290 (Fed. Cir.
2011) (en banc) (“[A] court must weigh the evidence of intent to deceive independent of its
analysis of materiality.”).
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The Federal Circuit likewise held that, because Bruno had “not proffered
a credible explanation for the nondisclosure,” it was fair to make an inference
19 After Therasense, that type of inference cannot be made:
Now, a “patentee need not offer any good faith explanation unless the accused

of deceptive intent.

infringer first . . . prove[s] a threshold level of intent to deceive by clear and
convincing evidence.”'* In other words, a patentee’s silence in the face of an
inequitable conduct accusation leads to very different consequences pre- and
post-Therasense. Before Therasense, the court was free to infer malintent from a
lack of good-faith explanation; after Therasense, a patentee can hide behind their
silence so long as the accused infringer fails to provide clear and convincing
evidence of the intent to deceive the USPTO.

2. Belcher Pharmaceuticals, LL.C v. Hospira, Inc.

In the Belcher 11 case, a post-Therasense Federal Circuit held a pharmaceutical
patent unenforceable for inequitable conduct.'” Recall that Belcher submitted
a § 505(b)(2) NDA with the FDA for an injectable epinephrine formulation.'®
Belcher, in supporting its case for § 505(b)(2) approval, had disclosed to the
FDA information about similar third-party products that it later withheld from
the USPTO."" Likewise, Belcher, when corresponding with the FDA, referred
to the pH range of one such competitor product as “old,” later asserting that
that same pH range was “unexpectedly found to be critical” to its own
invention when contesting an obviousness rejection at the USPTO.'” The
district court found—and the Federal Circuit agreed—that Belcher “did not
merely withhold . .. information but also used emphatic language” to make
inconsistent statements to the USPTO and FDA.'”

Applying Therasense, the Federal Circuit found that Belcher had withheld
multiple pieces of information, including knowledge of third-party products,
that were but-for material to patentability.'”” The Federal Circuit rejected
Belcher’s argument that it only withheld information that it believed to be
cumulative over the art already on record.'” In the court’s view, Belcher’s
argument was unpersuasive because it was “directly at odds” with Belcher’s

163. Bruno, 395 F.3d at 1354.

164.  Therasense, 649 F.3d at 1291 (citing Star Sci., Inc. v. R.J. Reynolds Tobacco Co., 537
F.3d 1357, 1368 (Fed. Cir. 2008)).

165. Belcher Pharms., LLC v. Hospira, Inc. (Belkher II), 11 F.4th 1345, 1354 (Fed. Cir.
2021).

166. Id.

167. Id.

168. Id. at 1350-51.

169. Id. at 1352.

170. Id. at 1353.

171. Id.
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assertion during patent prosecution that the claimed pH range was critical.'”
Likewise, the Federal Circuit affirmed the district court’s finding of intent.'”
Recognizing that it is often difficult to find direct proof of intent, the court
pointed to evidence in the record (for example, Belcher’s knowledge of third-
party products and its assertions relating to the criticality of the pH range) that
supported a finding that “the single most reasonable inference is that [Belcher]
possessed the specific intent to deceive the PTO.”'™

3. Baxter International, Inc. v. CareFusion Corp.

Most recently, in Baxter, a district court in Illinois found that an infusion-
pump manufacturer did not engage in inequitable conduct when it failed to
disclose to the USPTO information about competitor products that it had
described as “substantially equivalent” to its own device as part of a § 510(k)
submission to the FDA.'”

The court analyzed each of the three intent components (subjective
knowledge of the existence of the information, subjective knowledge of the
materiality of the information, and specific intent to deceive the USPTO) for
each of the three Baxter International (“Baxter”) inventors in turn.'”® Judge
Kendall acknowledged that there were genuine issues of fact as to whether
certain inventors knew of the existence of the withheld information, its
materiality, or both."” However, the court ultimately concluded that such
factual disputes were not dispositive because CareFusion Corporation
(“CareFusion”) could not “set forth evidence that any Baxter Inventor made
a deliberate decision to deceive the USPTO.”'"

In reality, the court found, “even if a factfinder were to disbelieve the
Baxter Inventors, the ‘single most reasonable inference’ would still not be”” one
of deliberate deception.'” Because a reasonable factfinder could equally
conclude that the nondisclosure was due to, for example, gross negligence or
incompetence, it would not be possible for that same factfinder to conclude
that Baxter had engaged in inequitable conduct under the standards set forth
in Therasense."™ Accordingly, Judge Kendall granted Baxtet’s Motion for Partial

172. Id

173. Id. at 1354.

174, 1d

175. Baxter Int’l, Inc. v. CareFusion Corp., No. 15 C 9986, 2022 WL 981115, at *6 (N.D.
TlI. Mar. 31, 2022).

176. Id. at *6-7.

177. Id. at *7.

178. Id

179. Id

180. Id.
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Summary Judgment of No Inequitable Conduct, noting that, even if it were
true that summary judgment motions for no inequitable conduct were rarely

granted pre-Therasense, that “is no longer the case.”"™

Judge Kendall specifically disparaged CareFusion’s attempt to analogize
the factual and legal issues in Baxterto the Federal Circuit’s analysis in Bruno.'™
Kendall distinguished Baxter from Bruno in two key ways. First, she noted that,
post-Therasense, use of a materiality-intent sliding scale was “improper.”'®
Second, she explained that Therasense voided the possibility of inferring
deceptive intent from the absence of a good-faith explanation from the

patentee for their nondisclosure.'™

Taken together, Bruno, Belcher 11, and Baxter provide a number of important
insights into the development of inequitable conduct doctrine over time,
especially with respect to the courts’ understanding of the intent requirement.
For one thing, it is clear that, based on the evidence presented at trial, the pre-
Therasense Bruno court would almost certainly have been unable to find that the
patentee had the intent to deceive if the court had instead been operating under
a Therasense standard that did not permit the use of a materiality-intent sliding
scale.'® But even in light of Belher II, it is not so clear exactly how a court can
find intent in cases of inconsistent representation at the USPTO and FDA in
a post-Therasense wotld."™ In fact, Belcher I may be most notable because it is

181. Id. at*8.

182.  See supra Section IV.B.1.

183. Baxter, No. 15 C 9986, 2022 WL 981115, at *7.

184. 1d. at*8.

185. See Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276, 1290 (Fed. Cir.
2011) (en banc) (“[A] court must weigh the evidence of intent to deceive independent of its
analysis of materiality.”).

186. For examples of other cases in which federal courts have failed to find inequitable
conduct post-Therasense, see Exergen Corp. v. Kaz USA, Inc., 120 F. Supp. 3d 1, 7 (D. Mass.
2015) (“Because Kaz has not adduced competent evidence to establish the intent element of
its inequitable conduct claim, the claim is not viable as a matter of law and must be
dismissed.”); Galderma Lab’ys, L.P. v. Tolmar, Inc., 891 F. Supp. 2d 588, 649-50 (D. Del.
2012) (“The alleged failure to disclose the Phase I1I clinical trial data [to the USPTO] was not
but-for material . . . . [T]he Court concludes that the [patentee’s conduct] does not rise to the
level of an affirmative egregious act of misconduct . ... [Ijnequitable conduct fails for the
additional reason that the evidence does not persuade the Court that the inventors acted with
an intent to deceive the PTO.”); Sun Pharma Glob. Fze v. Lupid Ltd., No. CV 18-2213 (FLW),
2021 WL 4473411, at *34 (D.N.J. Sept. 30, 2021) (finding that, because PTO and FDA
disclosures “serve very different purposes,” intent to deceive could not be inferred from a
decision to withhold a reference from the PTO when the reasons for doing so were plausible);
ProStrakan, Inc. v. Actavis Lab’ys UT, Inc., No. 2:16-CV-00044-RWS, 2018 WL 11363829, at
*72 (E.D. Tex. Sept. 28, 2018) (“[E]ven assuming that the data in the [patent] was material to
patentability, Actavis has no evidence—=either express or inferred—that anyone associated
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rare. In preparing this Note, not a single other instance of a post-Therasense
court finding inequitable conduct based on inconsistent representation at the
USPTO and FDA was found at the trial or appellate level.”®” Thus, this Note
argues, post-Therasense inequitable conduct doctrine—at least in its current
form—is wholly inadequate for tackling the inconsistent-representation
problem in the pharmaceutical industry. The Federal Circuit must revisit its
inequitable conduct doctrine to uphold the integrity of the patent system and
promote public access to innovation.

C. A NEW “PHARMA EXCEPTION” TO THERASENSE

The Federal Circuit should revise its inequitable conduct doctrine to create
a “pharma exception” to the otherwise exceedingly high legal standards
outlined in Therasense. Specifically, the court should hold that, when an accused
infringer shows that a patentee (1) failed to disclose to the USPTO references
it shared with the FDA to support its case for regulatory approval, or (2) made
inconsistent or contradictory statements to the USPTO and the FDA, there
should be a rebuttable presumption that bozh the materiality and the intent
prongs of the Therasense inequitable conduct test are satisfied.

Adopting a “pharma exception” to Therasense will help address the problem
of inconsistent representation in at least three ways. First, creating a
presumption of inequitable conduct in cases of inconsistent representation will
encourage accused infringers (including generics manufacturers) to raise
inequitable conduct defenses when their products are unfairly blocked by
invalid patents.' Second, once such defenses are raised, the accused infringer
will have a greater chance of success.'” Third, the combined effect of an
accused infringer being both more likely to raise and to win on a claim of

with the prosecution of the [patent]—including the named inventors—intended to deceive
the PTO.”).

187. The tetm (+ “inequitable conduct” + “patent” + “FDA”) was searched in Westlaw
on October 5, 2022. The search was limited to “All Federal” cases that were decided on or
after May 26, 2011 (Therasense was decided on May 25, 2011). The search returned 109 hits,
each of which was reviewed individually for (1) factual issues of inconsistent representation,
(2) a finding of inequitable conduct, (3) a finding of materiality, (4) reliance on the “egregious
misconduct” exception to but-for materiality, and (5) a finding of intent. Of the 109 hits, seven
cases were found to turn on issues of inconsistent representation and were ultimately decided
on the merits (which, for the sake of this review, included summary judgment for no
inequitable conduct but did not include, for example, Rule 12(b)(6) motions).

188. See Frei & Wooden, supra note 110, at 66 (“After the holding in Therasense, it was
widely believed that the court had sounded the death knell to the inequitable conduct defense
by imposing evidentiary requirements that could rarely be met.”).

189. Seeid.
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inequitable conduct will deter pharmaceutical patentees from making

inconsistent representations in the first place.m

The Federal Circuit has already shown its willingness to create exceptions
to Therasense. Despite the court’s determination to heighten the legal standards
for inequitable conduct, Therasense preserved an “egregious misconduct”
exception which, when triggered, infers per se materiality."”" In the court’s
view, the exception “strikes a necessary balance between encouraging honesty
before the PTO and preventing unfounded accusations of inequitable
conduct.” ' However, the egregious misconduct exception is wholly
inadequate for tackling Belher-style inconsistent representation in the
pharmaceutical industry for at least two reasons.

First, the Therasense court was clear that the “mere nondisclosure of prior
art references” to the USPTO is not egregious misconduct.'” Second, because
the Therasense court specifically disavowed the “sliding scale” approach that had
existed in the past, per se materiality in light of egregious misconduct infers
nothing about intent: the “single most reasonable inference” standard remains
unaltered. ' Thus, even if a court were to find that making inconsistent
representations to the USPTO and FDA denoted misconduct that was
sufficiently egregious to infer materiality, the court could still conclude that the
patentee lacked the intent to render such misconduct inequitable.'” It follows,

190. See Louis Kaplow, On the Optimal Burden of Proof, 119 J.POL. ECON. 1104, 1104 (2011)
(“The optimal strength of the burden of proof ... involves trading off deterrence and the
chilling of desirable behavior.”).

191. Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276, 1292 (Fed. Cir. 2011)
(en banc) (“Although but-for materiality generally must be proved to satisfy the materiality
prong of inequitable conduct, this court recognizes an exception in cases of affirmative
egregious misconduct . ... When the patentee has engaged in affirmative acts of egregious
misconduct . . . the misconduct is material.”); see also Regeneron Pharms., Inc. v. Merus B.V.,,
144 F. Supp. 3d 530, 585 (S.D.N.Y. 2015) (“The Court finds by clear and convincing evidence

. that Regeneron made false and misleading statements. The Court finds by clear and
convincing evidence that this constitutes egregious affirmative misconduct.”); Apotex, Inc. v.
UCB, Inc., 970 F. Supp. 2d 1297, 1328 (S.D. Fla. 2013) (“I find that this case is one of those
exceptional cases where, as discussed above, a finding of materiality is not necessary.
Specifically, I find that [patentee] engaged in affirmative and egregious misconduct.”).

192. Therasense, 649 F.3d at 1293.

193. Seeid. at 1292.

194. See id. at 1290 (“[A] court must weigh the evidence of intent to deceive independent
of its analysis of materiality.”).

195. See, eg., Outside the Box Innovations, LLC v. Travel Caddy, Inc., 695 F.3d 1285,
1294 (Fed. Cir. 2012) (“Although on its face, it appears that a false declaration of small entity
status would fall within the definition of an ‘unmistakably false affidavit,” ... we need not
decide that question. Even if a false assertion of small entity status were per se material, the
requirements of Therasense are not met here because there was no clear and convincing
evidence of intent to deceive the PTO.”).



2023] DRUGS, DECEPTION, AND DISCLOSURE 1163

then, that, if a revamped inequitable conduct doctrine is to be a truly useful
tool for tackling inconsistent representation at the USPTO and FDA, any
worthwhile proposal must alter both components of Therasense’s two-prong

test.'?®

It is reasonable to presume both materiality and intent in cases of
inconsistent representation at the USPTO and FDA. As outlined in Part II,
patentability and regulatory approval often turn on similar issues—including
novelty and nonobviousness—but to opposite ends. A patent applicant needs
to convince the USPTO that their drug is both novel and nonobvious over the
prior art."”” But that same patent applicant may want to point to similarities
between their product and existing alternatives when they seek FDA approval,
e.g., through the §505(b)(2) pathway.'” Thus, it is fair to presume that
information is material to patentability when it has been (1) disclosed to the
FDA but not to the USPTO, or (2) characterized inconsistently (or, in some

cases, contradictorily) before each entity.'”

Likewise, it is reasonable to presume intent. In recognizing the need for a
finding of per se materiality in cases of egregious misconduct, the Federal
Circuit explained that “a patentee is unlikely to go to great lengths to deceive
the PTO with a falsehood unless it believes that the falsehood will affect
issuance of the patent.””” In other words, it is reasonable to presume that
patentees engage in risky and deceptive tactics only with respect to information
that is material to patentability. But the inverse is also true. A patentee is
unlikely to withhold or misrepresent material information at the USPTO
unless they wish to “deceive the PTO with a falsehood [that] will affect
issuance of the patent.””"" In that sense, it is fair to presume both materiality
and intent when there is evidence of inconsistent representation.

Creating a new “pharma exception” in cases of inconsistent representation
would also help “strike a necessary balance” between encouraging honesty
before the USPTO and triggering a new “plague” of inequitable conduct
defenses.”” First, the exception would help nurture a culture of honesty among

196. Recall that 87% of unsuccessful post-Therasense inequitable defense claims fail the
intent prong. Swanson, s#pra note 122, at 708.

197. See supra Section 11.A.

198. See id.

199. See July 2022 Notice, supra note 56, at 45,766 (discussing these two scenatios in the
context of the duty to disclose).

200. Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276, 1292 (Fed. Cir. 2011)
(en banc).

201. See id.

202. See id. at 1293.
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pharmaceutical patentees—somewhere it is currently known to be lacking.*”

There would be little point in making inconsistent representations at the
USPTO and FDA if an accused infringer could then rely on such
representations as the basis of an inequitable conduct defense that would now
be more likely to succeed.

Second, creating a “pharma exception” is unlikely to produce an
overwhelming increase in the number of inequitable conduct defenses being
raised. For one thing, the exception would be limited to instances of
inconsistent representation by pharmaceutical patentees at the FDA and
USPTO.* That is, of course, not to say that variations of this exception could
not apply elsewhere. There may well be other instances of interagency
inconsistent representation for which it would be reasonable to presume
inequitable conduct—for example, when a patentee withholds material
information about the novelty of a medical device from the USPTO while
disclosing that same information to the FDA for regulatory approval.*”
However, this Note focuses on tackling inconsistent representation by
pharmaceutical patentees at the USPTO and FDA because (1) this particular
problem is causing such notable concern across the full spectrum of parties
involved in pharmaceutical patenting and regulation, including the agencies
themselves; and (2) the courts may be more receptive to a narrowly tailored

solution that addresses a highly specific grievance.””

Likewise, Exerger’s heightened pleading standards could continue to
provide a gatekeeping mechanism that discourages frivolous claims of
inequitable conduct.””” An accused infringer invoking the “pharma exception”

203.  See supra Part I1.

204. For a discussion of the benefits and drawbacks of sector-specific (as opposed to
uniform) intellectual property regimes, compare Dan L. Burk & Mark A. Lemley, Is Patent Law
Technology-Specific?, 17 BERKELEY TECH. L.J. 1155, 1159—60 (2002) (discussing the downsides
of uniform intellectual property regimes), and Michael W. Carroll, One for All: The Problen of
Uniformity Cost in Intellectual Property Law, 55 AM. U. L. REV. 845, 849-50 (2006) (explaining that
uniform intellectual property rights necessarily result in deadweight loss), with ADAM B. JAFFE
& JOSH LERNER, INNOVATION AND ITS DISCONTENTS 203-05 (2004) (arguing for the need
for uniform treatment of intellectual property), and R. Polk Wagner, (Mostly) Against
Exceptionalism 8—17 (U. Penn. L. Sch. Inst. for L. & Econ., Rsch. Paper No. 02-18, 2002),
https://sstn.com/abstract=321981 (advocating against “Type II Exceptionalism,” which
“shifts consideration of the patent law from a general background principle of property rights
to a vehicle for a particularistic, technology-specific innovation policy choices”).

205. For more information on the approval of medical devices by the FDA, see 510(K)
CLEARANCES, FDA (Nov. 6,2023), https:/ /www.fda.gov/medical-devices/device-approvals-
denials-and-clearances/510k-clearances.

2006. See supra Section IL.B.

207. See Exergen Corp. v. Wal-Matt Stores, Inc., 575 F.3d 1312, 1328-29 (Fed. Cit. 2009)
(explaining that inequitable conduct must be pleaded with particularity under Federal Rule of
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would now be required to “identify the specific who, what, when, where, and
how” of the inconsistent representation at the USPTO and FDA.*” As a
result, only those accused infringers who are able to point to the particularities
of a meaningful instance of interagency misrepresentation will be able to
successfully plead a “pharma exception” to Therasense.

Third, rebuttable presumptions of intent and materiality are, as the name
would suggest, rebuttable. If a patentee is able to show, by a preponderance of
the evidence, that the information that they withheld or characterized
inconsistently before the USPTO and FDA is not objectively but-for material
to patentability, there will be no finding of inequitable conduct.”” Likewise, if
a patentee can show, by a preponderance of the evidence, that the intent to
deceive the PTO is not the “single most reasonable inference,” their patent
will not be unenforceable.”’ Consequently, a patentee acting in good faith has
nothing to fear. Likewise, an accused infringer has no incentive to raise an
inequitable conduct defense over matters of inconsistent representation if their
claim is merely frivolous.

Note that, when the “pharma exception” is invoked, the evidentiary
standard under the materiality prong stays the same, whereas the evidentiary
standard under the intent prong changes. Recall that, under Therasense, the
defendant bears the burden of proving (1) materiality by a preponderance of
the evidence, and (2) intent to deceive by clear and convincing evidence.”"!
This Note suggests that, when, under the “pharma exception,” the burden of
proof flips from the infringer-defendant to the patentee-plaintiff, the
evidentiary standard under intent should shift, too—specifically, to require a

showing of intent by a preponderance of the evidence.”” In that way, the

Civil Procedure 9(b)). But Swanson suggests that courts should exercise caution when applying
post-Exergen pleading standards as a means of safeguarding meritorious claims. Swanson, supra
note 122, at 723 (“|Clourts must permissively grant leave to amend pleadings to add
inequitable conduct defenses.”).

208. See Exergen, 575 F.3d at 1328.

209. See Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276, 1291 (Fed. Cir.
2011) (en banc) (“[I]n assessing the materiality of a withheld reference, the court must
determine whether the PTO would have allowed the claim if it had been aware of the
undisclosed reference.”).

210. See id. at 1290.

211, See id. at 1290-92.

212. This Note declines to recommend a change in the evidentiary standard for the
materiality prong because, as noted by the Therasense court, the evidentiary standard under
materiality mirrors that used by the USPTO. See 7d. at 1291-92 (“[I]n assessing the materiality
of a withheld reference, the court must determine whether the PTO would have allowed the
claim if it had been aware of the undisclosed reference. In making this patentability
determination, the court should apply the preponderance of the evidence standard and give
claims their broadest reasonable construction.”).
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“pharma exception” maintains some of Therasense’s pro-patentee skew: Under
the “pharma exception,” it is easier for the patentee-plaintiff to rebut a
presumption of intent than it is for a traditional infringer-defendant to raise a
viable inequitable conduct claim in the first place.

What would a successful rebuttal look like in practice? A patentee could
successfully rebut a presumption of materiality by showing, by a
preponderance of the evidence, that the inconsistent representation relates to
information that is not objectively but-for material to patentability.?"> The
patentee could demonstrate, for instance, that the information in question
neither anticipates the claimed invention nor renders it obvious.*"* Likewise, a
patentee could successfully rebut a presumption of intent by demonstrating,
by a preponderance of the evidence, that the intent to deceive is not the “single
most reasonable inference” to be drawn.”” To do this, the patentee would
simply show that at least one other inference is as equally reasonable as the
intent to deceive.*'* For example, the patentee could point to internal
communications between the inventors that indicate a failure to subjectively
appreciate the materiality of the reference to patentability.”’” In that case, a
court may well find it at least equally reasonable to attribute the patentee’s
actions to incompetence or ignorance as opposed to purposeful deception,
meaning the presumption of intent can be rebutted.**

Grounding the new “pharma exception” in rebuttable presumptions of
materiality and intent (rather than, say, strict liability) and maintaining some of
Therasense’s pro-patentee skew is likely to make the “pharma exception” more
doctrinally palatable for the courts, too. As noted above, under Therasense, the
court is already willing to infer strict liability with respect to materiality in cases
of egregious misconduct—but, even in those instances, the burden of proving
the intent to deceive as the “single most reasonable inference” remains with

213. See id. at 1291 (“[I]n assessing the materiality of a withheld reference, the court must
determine whether the PTO would have allowed the claim if it had been aware of the
undisclosed reference.”).

214. See supra Section IV.A.

215.  See Therasense, 649 F.3d at 1290.

216. See id. at 1290-91 (noting that, when there are “multiple reasonable inferences . . .
intent to deceive cannot be found.”); see a/so Sun Pharma Glob. Fze v. Lupid Ltd., No. CV 18-
2213 (FLW), 2021 WL 4473411, at *34 (D.N.]. Sept. 30, 2021) (“FDA and PTO disclosures
serve very different purposes, and Defendants have not presented evidence to suggest that
they must or should overlap in this case.”).

217. See Therasense, 649 F.3d at 1290 (“[TThe accused infringer must prove by clear and
convincing evidence that the applicant knew of the reference, &new that it was material, and made
a deliberate decision to withhold it.”’) (emphasis added).

218. See id. at 1290-91 (noting that when there are “multiple reasonable inferences .. .
intent to deceive cannot be found”).
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the accused infringer.”” The Federal Circuit thus balanced strict liability in the
materiality prong against a much more patentee-friendly intent standard.
Meanwhile, under the new “pharma exception,” materiality and intent are both
presumed. In other words, inconsistent representation does not go so far as to
trigger strict liability in either prong of the two-part test—but it does create
presumptions of both materiality and intent that are relatively easy for a good-
faith patentee to rebut. In that way, the new “pharma exception” maintains the
balance advocated by the Therasense court: It encourages honesty before the
USPTO without risking a deluge of inadequately robust inequitable conduct
claims.

V. CONCLUSION

This Note opened with a question: How can we address the problem of
pharmaceutical companies making inconsistent representations to the USPTO
and FDAP? This Note, in response, offered two solutions. Part III outlined a
new system of USPTO-FDA interaction that, to the extent possible, undercuts
inconsistent representation before a patent issues. But because the system in
Part III would likely suffer from issues of confidentiality, timing, and
noncompliance, Part IV offered a post-patent-issuance safety net. Specifically,
Part IV proposed that the Federal Circuit revise its inequitable conduct
doctrine—by creating a new “pharma exception” to Therasense’s strict
materiality-plus-intent test—to make it easier for accused infringers to raise
claims of inequitable conduct and undermine the enforceability of
pharmaceutical patents obtained through deception.

Importantly, the solutions outlined in Part III and Part IV need not be
mutually exclusive. In fact, they could be synergistic. First, if a patentee failed
to comply with their duty of disclosure in the new USPTO-FDA system of
Part III, the patentee’s noncompliance could weigh in favor of triggering the
dual presumptions under the new Therasense exception outlined in Part IV.
Second, adopting the proposed system of Part III could help maintain the
balance between encouraging honesty before the USPTO and preserving
judicial resources for reviewing inequitable conduct claims. Because the new
system would undercut at least some acts of inconsistent disclosure before
patent issuance, fewer unenforceable patents will issue in the first place,
thereby lessening the need for post-issuance judicial remedies.

Both solutions described herein can play a meaningful role in tackling the
problem of inconsistent representation by pharmaceutical patentees. But
whichever solutions the USPTO, the FDA, and the courts adopt, one thing is

219. Id
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certain: Meaningful change is needed to uphold the integrity of the patent
system and promote public access to generic drug products that are unfairly
blocked by invalid patents. Reform can come from the federal agencies, or the
courts, ot both. But it must indeed come—and soon.
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I. INTRODUCTION

Should individual states be allowed to use the intellectual property of their
citizens without payment? Suppose that to boost its public treasury, the state
of Texas downloaded copies of Billboard’s Top 100 and used these hit songs
to create its own subscription-based music-sharing platform to rival Spotify.
Do the songs become a “public good” if Texas’ use leads to more funding for
local services? What if the use simply bolsters the marketability and reputation
of local universities?

In Jim Olive Photography v. University of Houston, this was the question before
the Texas Supreme Court.' Jim Olive is a Houston-based photographer,
specializing in aerial photography.” Several of the photographs that Olive
produces and licenses are of the downtown Houston skyline.” These images
require Olive to rent a helicopter at $2,500 per hour, invest in specialized
photography equipment, strap into a harness, and dangle below the helicopter
while he is taking the photographs.* After he is grounded, Olive painstakingly
edits his images, including adding his watermark, and files the images with the
Copyright Office. Protective over the work, Olive hired a copyright
infringement scanner called Image Rights that alerted him to the unauthorized
use of one of his skyline photographs, “The Cityscape,” by the University of

624 S\W.3d 764, 768 (Tex. 2021), cert. denied, 142 S. Ct. 1361 (2022).

Id.

1d.

Ryan Hughes, University Sued for Inmage of Houston S kyline, BY U COPYRIGHT LICENSING
Orr. (Feb. 1, 2018), https://copytight.byu.edu/university-sued-for-image-of-houston-
skyline, (listing some of Jim Olive’s expenses in creating and protecting his works).

Ealalis e
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Houston (UH)’s C.T. Bauer College of Business.” UH replaced Olive’s
watermark from the image with its own logo and stripped its metadata, making
it untraceable back to Olive, and provided him neither compensation nor
attribution.® UH used the images repeatedly on its website and social media
pages, and even provided the photo to Forbes magazine who published the
photogtraph and credited the work to the Bauer College of Business.” When
Olive’s attorney reached out to the university to negotiate a license fee for the
use, UH responded, “[yJou can’t sue us; we have sovereign immunity.”® The
University’s dismissal of a federal copyright infringement suit inspired Olive
to pursue Takings Clause claims at the state-level instead, testing the Court’s
likelihood of extending the Takings’ doctrine to cover instances of state
infringement."’

Under the doctrine of sovereign immunity, states may not be held liable
for torts like copyright infringement.'' In an attempt to hold states liable for
the unauthorized taking of a citizen’s copyrighted material, Congress passed
the Copyright Reform Clarification Act (CRCA) in 1990. Thirty years later, the
Supreme Court declared the statute an unconstitutional abrogation of state
sovereign immunity that encroached on states’ rights under federalism in A/en
v. Cogper.”” After the fall of the CRCA in 2020, copyright owners ate left with
little recourse against even repeated and intentional state infringers.

5. Alex Meyer, Photographer’s Copyright Lawsuit Calls Baner Ethics into Question, DAILY
COUGAR (Mar. 8, 2017), http://thedailycougar.com/2017/03/08/photographers-copytight-
lawsuit-calls-bauet-ethics-into-question/ (interviewing Jim Olive about his investment in
monitoring techniques to prevent copyright infringement).

6. Id. (explaining that Olive discovered that UH infringed “The Cityscape” after hiring
professional copytight monitoring services).

7. Id. (documenting Jim Olive’s discovery of altered versions of his image appearing on
UH websites and on Fotbes).

8. Id. (quoting Dana Andrew LeJune, attorney for Jim Olive on the response received
from UH).

9. This Note uses “Takings” (with a capital T) to refer specifically to the legal process
outlined by the Fifth Amendment and similar state provisions, involving the government’s
formal acquisition of private property for public use with just compensation, and “takings”
(lowercase) more broadly refers to any instance where a property right is deprived from an
ownet, regardless of the legal mechanism or justification.

10.  Jim Olive Photography, 624 S.\W.3d at 768.

11. See Michael Shaunessy & lan M. Davis, The Lion’s Share: Federal Law, State Sovereign
Imnunity, and Intellectual Property, in ADVANCED INTELLECTUAL PROPERTY LITIGATION 2021
1, 6 (State Bar of Texas Course Book, 2021), https://www.mcginnislaw.com/media/
publication/15313_15312_14_Shaunessy.pdf [hetreinafter Lion’s Share] (explaining that direct
relief against state entities is barred by sovereign immunity following A/en v. Cogper).

12. See Tom James, Digital Blackbeards: Copyright Infringement by States and the “Congruence and
Proportionality” Test in Allen v. Cooper, 36 BERKELEY TECH. L.J. 1375, 1377-91 (2021)
(explaining the Court’s decision to strike down the CRCA as an unconstitutional abrogation
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One pathway for direct state liability and compensation for appropriation
of the right to exclude under the Takings Clause may remain at the federal
level.” The Court’s recent decision in Cedar Point Nursery v. Hassid extends the
state’s liability under the federal Takings Clause doctrine to encompass cases
where the state has provided third parties access to a plaintiff’s property;
however, it is unclear if this case will apply to intellectual property, because
intellectual property is nonrivalrous unlike real property and cannot be
physically occupied.' As such, this Note argues a more narrowly-tailored
version of the CRCA is necessary to balance the interests of copyright owners
with the important research, archival, and educational work of state
universities and libraries in response to the growing record of copyright
infringement by state actors.

This Note examines the interplay between copyright, state sovereign
immunity, and the federal Takings Clause. In Part II, the Note surveys the
history and purposes of state sovereign immunity and copyright in the United
States. Part III questions the potential viability of Takings Clause claims as an
alternative pathway to compensation for state appropriations of exclusive
rights under the Copyright Act. Part IV addresses the threat that even if
copyright Takings Clause claims may be viable, states may still claim sovereign
immunity as a defense. Part V explores potentially viable alternative pathways
to compensation that are less desirable than congressional abrogation. Finally,
Part VI concludes by proposing a constitutional pathway for congressional
abrogation in revising the Copyright Remedy Clarification Act.

II. STATE SOVEREIGN IMMUNITY AND COPYRIGHT

State sovereign immunity doctrines prevent copyright holders from
pursuing copyright infringement cases against states.'” States are independent
sovereigns within the United States and therefore generally cannot be sued in

both under Article I’s Intellectual Property Clause powers and under § 5 of the Fourteenth
Amendment which vests Congtess with enforcement powers to ensure that no state “deprives
any person of life, liberty, or property without due process of law’” because the CRCA is too broad
to meet the congruence and proportionality test established in City of Boerne v.
Flotes)(emphasis added).

13. U.S. COPYRIGHT OFF., COPYRIGHT AND SOVEREIGN IMMUNITY 65-67 (2021)
[hereinafter COPYRIGHT AND SOVEREIGN IMMUNITY] (explaining that copyright owners may
still pursue federal and state Takings Clause claims and these claims are still considered viable,
but that the chances of success are questionable).

14. 141 S. Ct. 2063, 2073-74 (2021); see also discussion znfra Section 11LE.

15. See Lion’s Share, supra note 11 (surveying the origins and purpose of state sovereign
immunity).
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state or federal court without their consent. ® Congress possesses limited

powers to pierce this immunity against the states’ will."”
A. THE STATE OF STATE SOVEREIGN IMMUNITY

Under the doctrine of state sovereign immunity, a state cannot be sued in
federal or state court without the state’s consent.' This doctrine emerges both
from the text of the Eleventh Amendment and from the structure of the
original Constitution itself, which the Supreme Court has interpreted to
broaden the scope of the immunity to prevent suit from citizens within the
state.'” States may choose to waive their immunity or Congress may abrogate
the immunity under limited circumstances prescribed by the Court.”” As a
result, states enjoy immunity from liability under otherwise valid federal laws.?'

1. History and Purpose of State Sovereign Immunity

Sovereign immunity descends from English common law and from the
adage that “the King can do no wrong.”** In the eatly United States, Anti-
Federalists argued that the proposed constitution failed to adequately protect
the doctrine. In particular, they feared that Article III of the proposed
Constitution, which states that the power of the judiciary extends to
controversies “between a state and citizens of another state” would allow
private lawsuits against states.” On the other hand, Federalists claimed that
Article III would not be interpreted to allow citizens to sue states without their
consent.” However, other Federalists conceded that Article III allowed suit
against states and reasoned instead that justice requires states to be held

16. KEVIN J. HICKEY, CONG. RES. SERV., COPYRIGHT AND STATE SOVEREIGN
IMMUNITY: THE ALLEN V. COOPER DECISION 1 (2020), https://ctstepotts.congress.gov/
product/pdf/LSB/LSB10465.

17. See id. at 1-4 (explaining that Congress’ ability to abrogate is limited only to cases
where Congress can show “congruence and proportionality” between the constitutional harm
and the proposed remedy).

18. See Bradford R. Clark & Vicki C. Jackson, The Eleventh Amendment, NAT'L CONST.
CTR., https://constitutioncenter.org/ the-constitution/amendments/amendment-xi/
interpretations/133 (last visited Apr. 30, 2023) (explaining that generally the states enjoy broad
immunity from suit, although some circumstances allow suit against state officers).

19. Alden v. Maine, 527 U.S. 706, 728 (1999) (holding that the Eleventh Amendment
bars suits from individuals and corporations within the state and from other states when
looking beyond the text of the Amendment to the overall structure of the constitution).

20. See HICKEY, supra note 16, at 1-2.

21. Seeid at 1.

22. Shaunessy & Davis, supra note 15.

23. U.S.CONST. art. I11, § 2; see also Clark & Jackson, supra note 18 (recounting the debate
between Anti-Federalists and Federalists over the scope of sovereign immunity afforded by
the text of Article IIT).

24. 1d.
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accountable when they violate valid laws.” Shortly after the Constitution’s
ratification, the Supreme Court addressed the power of the doctrine under
Article 11T in the landmark case Chisholnm v. Georgia.”

In that case, a citizen from North Carolina sought damages from Georgia
for unpaid goods sold to the state during the Revolutionary War.”” The Court
held that under Article III, a state can be held liable for harms caused to private
citizens.” In its analysis, the Court explained that the sovereign immunity
guaranteed by the Constitution differs from that in Great Britain, because
citizens of the United States are not subjects. Rather, all citizens are equal, and
thus state governments, as representatives of those citizens are not immune
from private suit brought by citizens from another state.”

Concerned by the precedent set by Chisholm v. Georgia, Congress rapidly
ratified the Eleventh Amendment to protect sovereign immunity.” The text
of the Eleventh Amendment provides: “The Judicial power of the United
States shall not be construed to extend to any suit in law or equity, commenced
or prosecuted against one of the United States by Citizens of another State, or
by Citizens or Subjects of any Foreign State.””' Following its ratification,
pending suits against states were “generally dropped”” and private citizens
were left without recourse for past wrongs committed by the states.”

While the text of the Amendment only protects states from litigation
against out-of-state or foreign plaintiffs, the Supreme Court has expanded the
doctrine to include suits originating from a state’s own citizens.” The Court
continued this expansion in Alden v. Maine, enshrining state sovereign
immunity even for cases brought within the state’s own court system.”

25. Id.

26.  See generally Chisholm v. Georgia, 2 U.S. 419, 430-38 (1793).

27. Seeid. at 419.

28. Seeid. at 452.

29. Seeid. at 472.

30. See 7d. (explaining that Congress passed the Eleventh Amendment to overturn
Chisholm v. Georgia and enshrine state sovereign immunity).

31. U.S. CONST. amend. XI.

32. Clark & Jackson, s#pra note 18.

33. See CONG. RES. SERV., INFRINGEMENT OF INTELLECTUAL PROPERTY RIGHTS AND
STATE SOVEREIGN IMMUNITY 1, 4 (2010), https:/ /www.evetyctsteport.com/ files /20100730_
RL34593_d9260ec5494a86ee9adcdf94ce633330d05b268f.pdf (explaining that IP holders
generally have no recourse against state infringers due to the Supreme Court’s precedent
regarding the Eleventh Amendment).

34. See id. at 4; see generally Hans v. Louisiana, 134 U.S. 1, 10 (1890) (holding that a state
cannot be sued in federal court by one of its own citizens, even if the conflict arose under
federal law).

35. 527 U.S. 706, 730-32 (1999) (holding that the Constitution, “by delegating to
Congress the power to establish the supreme law of the land when acting within its enumerated
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Generally, courts recognize two purposes behind sovereign immunity.*
The first reason is to promote faith in governmental decisions by barring
lawsuits challenging their discretionary decisions and actions, such as allocating
resources ot specific political decisions.”” The second treason is to protect the
public treasury from the costs and consequences of governmental
infringement, as allowing citizens to sue state actors could cause states to
allocate money from public goods to defend the lawsuit and pay damages.™

Today, states are immune from suits originating from out-of-state or
foreign citizens, or its own citizens, in federal or state court, and may define
their own state laws surrounding sovereign immunity.”” In effect, state
sovereign immunity doctrine generally protects states from suit by any private
citizen, unless the state specifically consents to waive this immunity or unless
Congress has specifically abrogated the immunity.*’

2. The Application of Sovereign Immunity to the State’s Instrumentalities

Under the Eleventh Amendment, state sovereign immunity also extends
to a state’s “lesser entities” serving as “arms” or “instrumentalities” as defined
by that state.” While the Supreme Court did not offer a universal test, whether
an entity is immune as “arms” or “instrumentalities” depends on the
“relationship between the sovereign and the entity in question” and the
“essential nature and effect of the proceeding.”* For example, the Fifth
Circuit utilizes a six-part test originating in Clark v. Tarrant County to determine
whether or not a state entity also has immunity where the most important
factor is the extent that the entity is funded by the state.”

3. The Scope of and Exceptions to State Sovereign Immunity

In general, a state’s sovereign immunity protection supersedes an
individual’s copyright protection unless the state waives their immunity. The

powers, does not foreclose a State from asserting immunity to claims arising under federal law
merely because that law derives not from the State itself but from the national power”).

36. Miles McCann, State Sovereign Immunity, NAT'L ASS’N ATT’YS GEN., (Nov. 11, 2017)
https:/ /www.naag.org/attorney-general-journal/state-sovereign-immunity/ (explaining the
history, purposes, and exceptions to the state sovereign immunity doctrine).

37. Seeid. (explaining that the Eleventh Amendment setves, in part, to shield states from
legal challenges to their political decisions promoting faith in state governments).

38. Seeid. (positing that abrogating or further diminishing state sovereign immunity may
threaten a state’s treasury).

39. See id. (concluding that “only in limited instances can the state itself be sued against
its will and even the doctrine’s many wrinkles tend to favor of the state as sovereign”).

40. See Hans, 134 U.S. at 13; Alden, 527 U.S. at 728.

41. Alden, 527 U.S. at 756.

42. Regents of the Univ. of Cal. v. Doe, 519 U.S. 425, 429 (1997).

43. 798 F.2d 736 (5th Cit. 19806).
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Copyright Act vests exclusive jurisdiction over copyright infringement cases in
federal court.* However, federal courts are precluded by the Eleventh
Amendment from exercising jurisdiction over state defendants.” In the
absence of state consent or Congressional abrogation, states are effectively

“immune from any monetary liability for infringing federal copyrights.”*’

There are limited exceptions to state sovereign immunity, including: the
Ex parte Young exception, waiver by the state, and congressional abrogation.
Under the Ex parte Young exception, private litigants may sue a state actor for
prospective injunctive relief to end a “continuing violation of federal law” such
as on-going copyright infringement.* Additionally, states may voluntarily
waive their sovereign immunity; however, they are unlikely to do so without
an incentive.” A state may waive its sovereign immunity by issuing a state
statute, proclaiming waiver in its state Constitution, or by accepting federal
funds contingent on waiving state sovereign immunity as part of a federal
program.”’ Finally, Congress may abrogate sovetreign immunity under strict
guidelines.

a) Congressional Abrogation

The Supreme Court places two stringent requirements on Congress’ ability
to abrogate state sovereign immunity. Congress must first have “unequivocally
expresse[d] its intent to abrogate [sovereign| immunity” within the specific
legislation.” Second, Congress must have acted “pursuant to a valid exercise
of power.””! Determining whether Congress has genuinely acted within its
powers has proven complicated, even more so after the rise of the Congruence
and Proportionality test in Cizy of Boerne v. Flores. In that case, the Court held
that for sovereign laws passed under the Fourteenth Amendment, abrogating
legislation is valid only if “there is congruence and proportionality between the
injury to be prevented or remedied and the means adopted to that end.”>

The Copyright Office discussed the ambiguity of the Congruence and
Proportionality test in its 2020 Copyright and State Sovereign Immunity

44. See 17 US.C. §301(a) (declaring that all claims arising from the violation of an
exclusive right under the Copyright Act are governed exclusively by the Act).

45. Hans, 134 U.S. at 10-11.

46. John T. Cross, Suing the States for Copyright Infringement, 39 BRANDEIS L.J. 337, 339
(2000).

47. McCann, supra note 30.

48. Seeid. (listing reasons why a state may waive sovereign immunity, such as by accepting
funds through a federal program).

49. Id.

50. Seminole Tribe v. Florida, 517 U.S. 44, 55 (1996).

51. Id.

52. City of Boerne v. Flores, 521 U.S. 507, 521 (1997).
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Report.” In more than two decades since City of Boerne, the Court had only
upheld congressional abrogation on two occasions: abrogation involving either
disability- or sex-based discrimination.” The Copyright Office noted that
while the Court had encouraged Congress to consider revising the CRCA to
align with the Ciy of Boerne test, the Court had “provided less guidance as to
the nature and volume of evidence” that would support a finding that state
infringement is a widespread and persistent problem, that states are acting
intentionally or at least recklessly, and that the bill is narrowly tailored to
address those injustices as necessary for Congressional abrogation.”

B. HISTORY AND PURPOSES OF COPYRIGHT

The copyright system secures the legal rights of a creator’s investment into
their innovative practice.” This system serves as a vehicle of free expression
and provides economic incentive to create and spread new and innovative
ideas.” This system grants copyright owners a bundle of exclusive rights,
similar to the rights granted to other property owners.” Artists, authors,
musicians, photographers, actors, programmers, and other creatives rely on
these rights to protect and monetize their otherwise nonexcludable works.*”

These exclusive rights are almost as old as the nation itself. The “IP
Clause” of the United States Constitution empowers 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.”® Prior to the ratification of the Bill of Rights in 1791, the only
direct mention of the word “right” in the Constitution laid in the IP Clause."'

53. COPYRIGHT AND SOVEREIGN IMMUNITY, s#pra note 13, at 72.

54. 1d.

55. Id. at 72-73.

56. ALDEN ABBOTT, KEVIN MADIGAN, ADAM MOSSOFF, KRISTEN OSENGA & ZVI
ROSEN, FEDERALIST SOC., HOLDING STATES ACCOUNTABLE FOR COPYRIGHT PIRACY 1
(2021), https://regproject.org/wp-content/uploads/Paper-Holding-States-Accountable-for-
Copyright-Piracy.pdf [hereinafter Holding States Acconntable].

57. See Harper & Row Publishers, Inc. v. Nation Enters., 471 U.S. 539, 558 (1985)
(finding “copyright itself to be the engine of free expression” and that “copyright supplies the
economic incentive to create and disseminate ideas”).

58.  Jim Olive Photography, 580 S.W.3d at 376 n.26 (Tex. 2021) (citing Harper & Row, 471
U.S. at 546) (“Section 106 of the Copyright Act confers a bundle of exclusive rights to the
owner of the copyright.”).

59. Id.

60. US. Const. art. I, §8, cl. 8; se¢e ADAM MOSSOFF, HERITAGE FOUND., THE
CONSTITUTIONAL PROTECTION OF INTELLECTUAL PROPERTY 2-3 (2022), https://
www.heritage.otg/sites/default/files/2021-03/LM282.pdf (explaining Congress’ authority
under the Constitution to pass the Copyright Act).

61. See MOSSOFF, supra note 60, at 3.
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Heeding the call from the Constitution, the First Congress immediately
enacted the original Copyright Act in 1790.%
enforced the evolving copyright statutes to ensure creatives “were provided
reliable and effective property rights in the fruits of their productive labors.”®’
Having secured these rights, creatives and inventors invested their time and

Early courts interpreted and

wealth into their arts, sparking many of the technological and cultural advances
of the 19th century.” Inspired by the industry of this period, the American
system of awarding property rights to creators became the “gold standard”
across the globe.”

A copyright is a bundle of federal statutory rights over an expressive work
% Copyright protects the abstracted creative
" 'The principal
rights granted by the Copyright Act include the exclusive right to reproduce

and display the work.® These rights initially vest in the creator,” but like
70

or “original work of authorship.
work, not simply the individual mediums displaying the work.

property rights, they may be sold, licensed, left in a will,”” or used as collateral.”

Copyright is “defined by the right to exclude,” which the Supreme Court has

recognized as one of the most important “sticks” in the “property bundle.””

There is a tension between the public’s desire to access the work to spread
ideas and culture, and the artist’s desire for economic compensation and
recognition to create future works.” To ease these competing desires, the
copyright system provides for a time-limited right for the artist to exclude the
public from accessing and altering the work that extends beyond the duration
of the creator’s lifetime.”* After the copyright protection lifts, the work enters

62. Seeid. at 1-2.

63. Id.

64. Seeid. at 2 (explaining how “[t|hese intellectual property rights spurred the explosive
growth in the U.S. innovation economy from the 19th century through today”).

65. Seeid; Adam Mossoff, Institutional Design in Patent Law: Private Property Rights or
Regulatory Entitlements, 92 SO. CAL. L. REV. 921, 936-37 (2019).

66. 17 US.C. § 102.

67. See id. § 202 (“Ownership of a copyright, or of any of the exclusive rights under a
copyright, is distinct from ownership of any material object in which the work is embodied.”).

68. Seeid. § 106 (listing the exclusive rights granted by the Copyright Act).

69. Id. § 201(a).

70. 1d. §201(d)(1).

71, See Copyright Reform and the Takings Clanse, 128 HARV. L. REV. 973, 978 (2015).

72. Id. at 980.

73.  See Alexander Cuntz, Copyright and the Currency of Creativity: Beyond Income, WIPO MAG.
(June 2019), https:/ /www.wipo.int/wipo_magazine /en/2019/03/article_0003.html
(criticizing solely income-based rationales for copyright that fail to consider the artist’s need
for attribution and that some artists ate intrinsically motivated).

74. DILAN J. THAMPAPILLAI, CORNELL LAW SCHOOL GRADUATE STUDENT PAPERS,
THE BALANCING ACT OF COPYRIGHT: THE COPYRIGHT LAWS OF AUSTRALIA AND THE
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into the public domain, where the public can access it generally and
incorporate it into their own expressive works or use it to promote their
business.

C. COPYRIGHT AND STATE SOVEREIGN IMMUNITY

For the majority of American history, copyright law did not directly
address the liability of state actors.” The law instead stated that “anyone” or
“any person” infringing a copyright was subject to liability.” In the absence of
clear guidelines, courts turned to the Supreme Court’s abrogation
jurisprudence to determine whether states should be held liable for

infringement and came to “inconsistent conclusions.””’

For example, in 1962, the Eighth Circuit in Wihto/ v. Crow dismissed a
copyright claim brought against a school district, because the district was
found to be an instrumentality of a state’s educational system, and because the
Eleventh Amendment provided that “a state cannot be sued without its
consent.”” The court did not determine whether Congtress had “made its
intent to abrogate sufficiently clear” or on what basis Congress could abrogate
this immunity.”

However, in 1979, the Ninth Circuit in Mills Muszc, Inc. v. Arizona affirmed
an award for copyright damages against a state infringer.” In its analysis, the
court found that the Copyright Act of 1909’s language was “sweeping and
without apparent limitation,” meaning that the words “any person” in “any
person [who] shall infringe” should be interpreted broadly and encompass
state infringers.®" The court further held that Congtess had “inherent”
authority over legislating copyrights and abrogating sovereign immunity under
the IP Clause, and concluded that a state may not “in any way diminish the
federally granted and protected rights of a copyright holder.”®

In an attempt to directly abrogate sovereign immunity and clarify the
ambiguity throughout the circuits, Congress asked the Copyright Office to
study the extent of the problem in the 1980s, which resulted in the Oman

UNITED STATES IN THE DIGITAL ERA 1, 3—4 (2003), http://scholarship.law.cornell.edu/Ips_
papers/7.

75. COPYRIGHT AND SOVEREIGN IMMUNITY, s#pra note 13, at 14.

76. Id.

77. Id. at15.

78. Id. at 15 (citing Wibtol, 309 F.2d 777,781 (8th Cir. 1962)).

79. Id.

80. 591 F.2d 1278, 1284-85 (9th Cir. 1979).

81. Id; see also COPYRIGHT AND SOVEREIGN IMMUNITY, s#pra note 13, at 15.

82. COPYRIGHT AND SOVEREIGN IMMUNITY, s#pra note 13, at 15 (citing Mills Music, 591
F.2d at 1285).
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Report,” after which Congress passed the Copyright Remedy Clarification Act
(CRCA).* Between 1990 and 2020, this Act specifically held states liable for
copyright infringement; however, the CRCA was consistently weakened by
court rulings on a patent act.” Ultimately, in 2020, the Supreme Court found
that Congress’ attempt at abrogation through the CRCA was unconstitutional,
restoring states’ immunity from copyright infringement suits in federal court.”

1. Congress’ Attempt to Abrogate and the Rise of the CRCA

In 1976, Congress reconstructed the nation’s copyright laws but did not
expressly address the issue of state sovereign immunity.”” The 1976 Copyright
Act instead held “anyone” violating the exclusive rights of the copyright owner
liable for infringement. The statute’s ambiguity led to inconsistent application
of sovereign immunity across the lower courts.* Further, the ambiguous
language of the statute failed to provide a “clear statement” of Congress’ intent
to abrogate and could not be used to hold states liable for infringement.”

By 1987, Congress grew wary of states’ unchecked ability to freely infringe
copyrighted material and the House Judiciary Committee asked the Copyright
Office to conduct a report on the “interplay between copyright infringement
and the Eleventh Amendment.”” In its final report (the “Oman Report™), the
Copyright Office published the results of its study after conducting a thorough
review of public comments, analyzing the Eleventh Amendment case law, and
examining state waiver of sovereign immunity.”" Its investigation yielded only
five instances of copyright infringement by a state actor where the copyright

83. U.S. COPYRIGHT OFF., COPYRIGHT LIABILITY OF STATES AND THE ELEVENTH
AMENDMENT 1 (1988), https://www.copyright.gov/repotts/copytight-liability-of-states-
1988.pdf [hereinafter Oman Report].

84. Seeid. at 14.

85. See, eg., Fla. Prepaid Postsecondary Educ. Expense Bd. v. Coll. Sav. Bank, 527 U.S.
627, 636 (1999) (finding that the Court’s precedent in Seminole Tribe determines that Congress
may not abrogate sovereign immunity under its Article I powers, including the Commerce
Clause and the IP Clause).

86. Allen v. Cooper, 140 S. Ct. 994, 1007 (2020) (concluding that Florida Prepaid “all but
prewrote” the decision to overturn the CRCA because that case held that “Article I’s
Intellectual Property Clause could not provide the basis for an abrogation of sovereign
immunity” and that the current record of state infringement under the Oman report does not
provide evidence of a widespread deprivation of due process of property rights to support
abrogation under § 5 of the Fourteenth Amendment).

87. 17 US.C. §§ 101-801 (1970).

88. See COPYRIGHT AND SOVEREIGN IMMUNITY, s#pra note 13, at 15.

89. Seeid. at 16 (expressing the House Judiciary Committee’s concern that the 1976 Act’s
“anyone” language was insufficiently clear).

90. Oman Report, supra note 83, at 7.

91. Id.
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owner documented actual problems enforcing their claims.” The report
further found in its analysis of the relevant Eleventh Amendment case law that
the text of the Copyright Act was not “sufficiently clear” in expressing its
intent to abrogate state sovereign immunity.” In its conclusion, the Oman
Report recommended that Congress amend the Copyright Act to clearly state
its intention to subject states to liability for copyright damages.”

Congress followed the recommendation and proposed the Copyright
Remedy Clarification Act (CRCA) under its Article I abrogation power in
1989.” It modeled the language of the final bill on a previous law that the
Supreme Court had “twice cited as an example of Congress’ ability to abrogate
the Eleventh Amendment when it wanted to do so.””® The final bill had two
provisions. The first amended § 501(a) of the Copyright Act to clarify that the
term “anyone” included both states and their instrumentalities.”” The second
amended § 511 to specifically mandate that states “shall not be immune under
the Eleventh Amendment” and would be liable “to the same extent” as private
actors.” The CRCA was signed into law on November 15, 1990.”

2. Seminole Tribe, Florida Prepaid Cases, and the Fall of the CRCA

Over the course of three decades, the Supreme Court repeatedly
challenged Congress’ authority to abrogate sovereign immunity in intellectual
property infringement cases under Article I. In 2019, the Court ultimately
declared the CRCA to be unconstitutional in A/en v. Cogper.""”

The Court first cast doubt on the CRCA with its ruling in Semznole Tribe of
Florida v. Florida. In that case, the Court explained that Article I of the
Constitution could not be interpreted to abrogate sovereign immunity and that
intended abrogation would require Congtress to use its § 5 powers under the
Fourteenth Amendment instead. """ Following this revelation, the Court
further considered whether Congress had appropriately abrogated state

92. Id. at 104.
93. Id.
94. Id.
95. Id. at 19 (citing Copyright Remedies Clarification Act, H.R. 3045, 101st Cong.
§ 2(2)(2), 101 Stat. 2749, 2749 (1990)).
96. Id.
97. Copyright Remedies Clarification Act, H.R. 3045, 101st Cong. § 2(a)(1), 101 Stat.
2749, 2749 (1990).
98. Id. § 2(2)(1).
99. Id §§ 1-3.
100. 140 S. Ct. at 1000.
101. Florida Prepaid, 527 U.S. at 635-36 (“Congress may not abrogate state sovereign
immunity pursuant to its Article I powers; hence the Patent Remedy Act cannot be sustained
under either the Commerce Clause or the [Intellectual Property| Clause.”).
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sovereign immunity under its § 5 powers in a pair of cases referred to as the
Florida Prepaid cases. In those cases, the Court concluded that the language of
the Patent and Plant Variety Protection Remedy Clarification Act (which
functioned like the CRCA) was sufficiently clear as to Congress’ intent to
abrogate."”” However, the Court found that the statute failed the “congruence
and proportionality” test from Cizy of Boerne, as the few constitutional violations
sought to be remedied were incongruent with the requitement of abrogation.'”
In particular, the Court held that Congress had not identified a pattern of
unconstitutional infringement and narrowly tailored its abrogation to that
finding.

The majority opinion in Florida Prepaid detailed a pathway for congressional
abrogation. First, Congress had to establish sufficient evidence of the state
actors’ infringement.'” Second, Congress had to consider the adequacy of
state-law remedies for state infringement.'” Third, Congress must find more

than “a handful of instances” of infringement and must establish a record of

106 1113

intentional or reckless infringement. ™ Fourth, legislation must ““not be
limited to ‘cases involving arguable constitutional violations, such as where a
State refuses to offer any state-court remedy.””'”” Under this framework,
Congress’ efforts to abrogate under the CRCA were insufficiently congruent
and proportional to amount to a constitutional harm sufficient for Congress’

abrogation of sovereign immunity under the Fourteenth Amendment.'”

a) Allen v. Cooper: The Death Knell of the CRCA

The CRCA was officially declared unconstitutional in A/en v. Cooper."” The
petitioners, videographer Frederick Allen and his production company
Nautilus Productions, LLL.C, entered into an exclusive contract with the state
of North Carolina to film the historic restoration of the Queen Anne’s Revenge,
the ship captained by the pirate Blackbeard.'" Allen retained the copyright in
these videos.'"" Despite previously agreeing to a settlement compensating
Allen for the use of the work, the state further posted the copyrighted material

102. Id. at 635.

103. Id. at 639.

104. Id. at 640.

105. Id. at 643-44.

106. Id. at 646-47.

107. Id.

108. COPYRIGHT AND SOVEREIGN IMMUNITY, s#pra note 13, at 21.
109. 140 S. Ct. at 1006-07.

110. Id. at 999.

111. Id



2023] TAKE A PICTURE 1183

to its website without Allen’s knowledge and in violation of the parties’

agreement.'"?

After discovering the infringement, Allen sued the state for copyright
infringement in 2013.'"> As the CRCA amended the Copyright Act to eliminate
states’ sovereign immunity, Allen was able to bring the case directly in federal
district court.""* The case settled, and North Carolina agreed not to further
infringe the copyrighted material.'”” Yet, to circumvent this settlement, the
state passed Blackbeard’s Law, which declared all video footage of the historic
restoration part of the public domain, and impacted only the petitioners due

to their exclusive contract.''

Secking relief from the state’s intentional infringement, Allen again sued
the state in federal district court in 2015. The state argued that the suit was
barred due to the Eleventh Amendment’s promise of state sovereign immunity
and that the CRCA was beyond the scope of Congtress’ constitutional authority
to abrogate and render the state liable for copyright infringement.'"” The
district court rejected this argument and denied the state’s motion to dismiss. '
The Fourth Circuit reversed this decision and held Congress’ attempt to
abrogate state sovereign immunity with the CRCA unconstitutional.'” With a
constitutional question raised, the case headed to the Supreme Court.

Even though Justice Kagan’s majority opinion recognizes that North
Carolina has committed a “modern form of piracy,”” the Court offered Allen
no relief. The Court found that Congtress, in passing the CRCA, failed to
establish a record of intentional and unconstitutional state infringement
required by the congruence and proportionality test established in Flores.
Without satisfying the Flores test, the CRCA fell outside of the scope of
congressional authority and was struck down by the Court in 2020."" The
Court concluded by suggesting that Congress pass more tailored legislation in

112. Id.

113. 1d.

114. _Allen v. Cooper, CONST. ACCOUNTABILITY CTR., https://www.theusconstitution.org/
litigation/allen-v-coopet/ (last visited May 9, 2023).

115. Id.

116. Id.; see also Hudson Institute, IP Infringement and State Sovereign Immunity, Y OUTUBE
(Oct. 25, 2021), https:/ /www.youtube.com/watch?v=NyVJWO0T6ejM&t=3060s (starting at
23:30) (Frederick Allen discussing the sole impact of “Blackbeard’s Law” (N.C. § 121-25(b))
which eliminated Allen’s ability to enforce his copyright).

117. COPYRIGHT AND SOVEREIGN IMMUNITY, s#pra note 13, at 22.

118. Id.

119. Id.

120. Allen, 140 S. Ct. at 999.

121. Id. at 1007.
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the future to accomplish its goal of properly abrogating state sovereign
immunity.'*

3. Availability of Suit Against State Infringers After the CRCA

The Supreme Court’s decision leaves Allen and other creators with little to
no recourse for “blatant and intentional theft” of their copyrighted works.'”
After the decision, Allen reported to the Copyright Office that “because of
current law and Supreme Court precedent, [he was| powerless to enforce [his]
constitutionally granted intellectual property rights against infringement by
States.”'** Beyond the lost licensing opportunities Allen had suffered from the
state’s piracy, Allen had incurred “hundreds of thousands of dollars in legal
expenses” attempting to secure his investment, and had spent countless hours

engaging in monitoring and enforcement rather than creating new works.'®

Congress appeared interested in remedying the issue. Just weeks after the
CRCA was struck down, Senators Thom Tillis (R-NC) and Patrick Leahy (D-
VT) wrote to both the U.S. Copyright Office and the U.S. Patent and
Trademark Office, requesting a study on the impact of infringement by
states. '** The pair of Senators formed a bipartisan team committed to
combatting intellectual property theft.”” The report sought to lay out a path

for congressional abrogation consistent with the decision in Alen v. Cogper.'*®

In August 2021, the Copyright Office released a report entitled Copyright
and State Sovereign Immunity exploring the interplay between the doctrines and
the extent of state actors’ copyright infringement.'” In large part, the report
focused on the lack of adequate remedies from states’ infringement. Overall,
the report found that the number of infringement allegations substantially

122. Id.

123.  Holding States Accountable, supra note 50, at 4.

124. Id.

125. Id.

126. Thom Tillis & Patrick Leahy, Letter to Maria Strong, Acting Register of Copyrights
and Director, U.S. Copytight Office (Apr. 28, 2020), https://www.copytight.gov/policy/
state-sovereign-immunity/letter.pdf.

127. See, eg., Tillis and Leahy Introduce Bipartisan Legislation to Combat Copyright Theft,
Enhance Content Sharing, and Hold Tech Accountable, THOM TILLIS: U.S. SEN. N.C. (Mar.
18,  2022),  https://www.tllis.senate.gov/2022/3 /tllis-and-leahy-introduce-bipartisan-
legislation-to-combat-copyright-piracy-enhance-content-sharing-and-hold-tech-accountable;
Tillis and Leahy Introduce Bipattisan Legislation to Improve Patent Quality, THOM TILLIS:
US. SEN. N.C. (Aug. 2, 2022), https://www.tillis.senate.gov/2022/8 /tllis-and-leahy-
introduce-bipartisan-legislation-to-improve-patent-quality.

128. See COPYRIGHT AND SOVEREIGN IMMUNITY, s#pra note 13, at 1 (responding to
Congressional requests to undertake a study to determine whether Congress could legislatively
abrogate sovereign immunity consistent with the Court’s analysis in Alen v. Cooper).

129. Seeid. at 1-3.
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grew since Congress passed the CRCA and that “evidence indicates that state

infringement represents a legitimate concern for copyright owners.”'*

However, because of the high standard set by A/en . Cooper and because
of the ambiguity of the doctrine, the report admitted that it cannot conclude
that even the more robust record of states’ piracy it established would meet
constitutional muster."”! Nonetheless, the Copyright Office still “believes that
infringement by state entities is an issue worthy of congressional action” and
asked Congress to consider renewed abrogation attempts or alternative
approaches to establishing liability for state infringement.””” One approach is
through takings claims.

III. TAKINGS CLAUSE AND COPYRIGHT

The government has the authority to dispossesses private citizens of
personal property to allocate it for the “public good” through its power of
eminent domain.'” In granting the state this power, the Takings Clause signals
that “individual property rights are subordinate to the good of the polity.”"**
However, the state must provide just compensation for property that it takes,
and it can only take property when it is justified by an expected social benefit.'”
Similar frameworks for compensation have been in place since Ancient Roman
times, such as the Magna Carta which provided that the King must compensate
private citizens before taking any property for the common good."® However,
this doctrine originally applied only to tangible or physical property, not

intellectual property such as copyright."”’

After the fall of the CRCA, copyright owners began pursuing copyright-
takings claims to seek damages resulting from state infringement. So far, these
claims have been unsuccessful in both state and federal circuit courts because
no court has been willing to both acknowledge (1) copyright as a protectable
property interest under the Fifth Amendment and (2) that state infringement
impermissibly interferes with a property owner’s ability to concurrently

130. Id. at2.

131. Id.

132. Id.

133. Micah Elazar, “Public Use” and the Justification of Takings, 7 U.PA. . CONST. L. 249, 249
(2004).

134. Id.

135. Id.

136. MAGNA CARTA cl. 28 (“No constable or other bailiff of ours is to take the corn or
other chattels of anyone, unless he immediately gives money for this, or is able to have a delay
with the consent of the seller.”).

137. Leroy ]J. Ellis V, Copyright and Federalism: Why State Waiver of Sovereign Immunity is the
Best Remedy for State Copyright Infringement, 20 NW. J. TECH. & INTELL. PROP. 1 (2022).
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exercise a fundamental property right. However, the Supreme Court’s recent
decision in Cedar Point Nursery v. Hassid may enable copyright infringement to
be viewed as a temporary appropriation of one’s right to exclude third parties,
which would be compensable under the Takings Clause. Nonetheless, after Jin
Olive Photography, the viability of the copyright-takings claim is unreliable, as the
Supreme Court denied Jim Olive’s Petition for Writ of Certiorari that asked
the Court to consider whether the Cedar Point Nursery holding extends to

nontivalrous property like copyright.'*

This Part proceeds in three Sections. The first Section explains the state of
Takings Clause jurisprudence in three contexts: physical or “per se” takings,
regulatory or constructive takings, and appropriation of access rights under
Cedar Point Nursery. The second Section argues that intangible property such as
copyright are protected by the Takings Clause. The final Section explores the
Court’s decision in Cedar Point Nursery which interprets the Takings Clause to
include appropriations of the right to exclude third parties from access under
a “per se” rule and its application to Jznz Olive Photography.

A. TAKINGS CLAUSE JURISPRUDENCE

The Fifth Amendment provides that “private property [shall not] be taken
for public use, without just compensation.””” This amendment is applied to
the states through the Fourteenth Amendment.'"* The Constitution does not
define the term “takes” in the context of the Takings Clause, but courts have
interpreted it to include government actions that seize or occupy private
property for a public purpose or that otherwise substantially diminish its value
or use.'" The Supreme Court has gradually expanded the definition of
“takings” under the Fifth Amendment to include not only physical takings,
where the government physically seizes or occupies a property, but also
regulatory takings, where the government’s actions restrict a property owner’s
use of their property to a similar degree as a physical seizure. Most recently in
Cedar Point Nursery, the Supreme Court further expanded the definition of
“physical takings” to include state actions that temporarily take away or
appropriate a property owner’s right to exclude third parties from accessing
their property.'*

138. 624 S.W.3d 764 (Tex. 2021), cert. denied, 142 S. Ct. 1361 (2022).

139. U.S. CONST. amend. V.

140. U.S. CONST. amend. IV.

141. Douglas T. Kendall & Charles P. Lotd, The Takings Project: A Critical Analysis and
Assessment of the Progress So Far, 25 B.C. ENVTL. AFF. L. REV. 509, 515 (1998).

142. Allen, 140 S. Ct. at 999.
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1. Physical Takings and Per Se Takings Claims

Generally, the Court has recognized two varieties of physical takings:
occupations and appropriations.'® An occupation is a physical invasion of a
private property (usually land) by either a state actor or a third-party acting
with governmental authority, or a physical placement of objects on private
personal property by those actors. Whereas, an appropriation refers to “a
government order or other action that either explicitly