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FOREWORD 
Nicole Boucher † and John Moore†† 

 
The Berkeley Technology Law Journal’s Annual Review provides a 

summary of many of the year’s most important developments at the 
intersection of law and technology. Our goal is to provide a valuable resource 
for students, professors, practitioners, judges, and policymakers. This year, we 
are excited to publish twelve student Notes and, for the first time since 2020, 
short summaries of additional recent developments in technology law not 
covered by our longer format Notes. 

The Notes and summaries continue the Annual Review’s tradition of 
covering a wide range of topics. This year, our Notes and summaries cover 
developments in patent, copyright, trademark, trade secret, antitrust, 
technology regulation, and healthcare law. 

I. PATENT LAW 

The first Note provides recommendations to the Federal Trade 
Commission (FTC), United States Patent and Trademark Office, and the Food 
and Drug Administration (FDA) for strategically policing patent listings in the 
FDA’s Orange Book, a publication listing all approved drugs in the United 
States with relevant information, including any patents covering the drugs.1 
The Note covers the overlapping administrative regimes covering patents, 
medical devices and drugs, and antitrust enforcement. Then, the Note explores 
current problems with antitrust enforcement of improper Orange Book 
listings and provides recommendations to relevant agencies. 

The second Note discusses the topic of parallel proceedings in front of 
federal district courts and the Patent Trial and Appeal Board (PTAB), and it 
explores the quandary of a district court and the PTAB reaching different 
conclusions about a patent’s validity.2 In United Therapeutics Corporation v. 
Liquidia Technologies, Inc., the Federal Circuit held that PTAB decisions lack 
 
  © 2025 Nicole Boucher & John Moore. 
 † Senior Student Publication Editor, Berkeley Technology Law Journal; J.D., 2025, 
University of California, Berkeley, School of Law.  
 †† Senior Student Publication Editor, Berkeley Technology Law Journal; J.D., 2025, 
University of California, Berkeley, School of Law.  
 1. Monica Jeung, Note, Antitrust and the Orange Book: An Analysis of Efforts to Reduce 
Improper Listings, 40 BERKELEY TECH. L.J. 525 (2025). 
 2. Jesse Wang, Note, Collateral Estoppel of PTAB Decisions in the Wake of United Therapeutics 
Corp. v. Liquidia Tech., Inc., 40 BERKELEY TECH. L.J. 573 (2025). 
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collateral estoppel effect until affirmed on appeal, which led to a scenario in 
which a company was liable for infringing an invalid patent.3 The Note 
proposes several reforms to improve the efficiency of the patent system and 
prevent further confusing results. 

The third Note analyzes the complex interactions between the different 
mechanisms by which the patent office may lengthen or shorten the standard 
twenty-year patent term.4 Specifically, the Note analyzes the interaction 
between obviousness-type double patenting (ODP), in which a second patent’s 
term in a patent family is shortened to the same term as that of the first patent, 
and patent term adjustment, in which a patent’s term is extended due to delays 
at the patent office. The Note concludes by suggesting a new framework for 
ODP analysis. 

The fourth patent Note covers recent developments in using 
extraterritorial conduct to inform patent damages.5 In Brumfield v. IBG LLC, 
the Federal Circuit found that foreign conduct can be used to increase a 
reasonable-royalty award, so long as it has the “the needed causal relationship” 
to making the accused products in the United States.6 The Note examines 
various examples of how foreign conduct might be used in damages 
calculations, but suggests that foreign conduct should only be used as a 
measure of damages, not a cause of legal injury.7 

The final patent Note examines new developments in obviousness analysis 
for design patents.8 In LKQ Corporation v. GM Global Technology Operations LLC, 
the Federal Circuit determined that design patents should be evaluated for 
obviousness under the same flexible framework the Supreme Court laid out 
for utility patents.9 This Note explores the implications of the Federal Circuit’s 
ruling, examines recent proceedings in front of the PTAB, and proposes 
additional considerations to prevent functional elements of designs from 
receiving design patent protection. 

 
 3. United Therapeutics Corp. v. Liquidia Techs., Inc., 74 F.4th 1360, 1363 (Fed. Cir. 
2023). 
 4. Han K. D. Le, Note, The Interaction of Obviousness-Type Double Patenting and Patent Term 
Adjustment, 40 BERKELEY TECH. L.J. 607 (2025). 
 5. William R. Clark, Note, Foreign Conduct as a Measure of Patent Damages After Brumfield v. 
IBG, 40 BERKELEY TECH. L.J. 657 (2025). 
 6. Brumfield v. IBG LLC, 97 F.4th 854 (Fed. Cir. 2024).  
 7. Id. at 877. 
 8. Tyler Kotchman, Note, Designing Around Obviousness: The Implications of LKQ v. GM 
Global, 40 BERKELEY TECH. L.J. 689 (2025). 
 9. See LKQ Corp. v. GM Glob. Tech. Operations LLC, 102 F.4th 1280, 1295 (Fed. Cir. 
2024). 
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II. TECHNOLOGY REGULATION AND INTERNET 
PLATFORMS 

The first Note10 discusses the timely topic of whether apps offering a blend 
of technology, content, and services can be considered a product for the 
purposes of product liability law. In the recent decision In re Social Media 
Adolescent Addiction/Personal Injury Products Liability Litigation, the court tried to 
condense the varying approaches to handling this timely issue by looking at 
functionality within an app separately rather than analyzing an app as a single 
entity.11 This Note argues for extending the In re Social Media approach to 
classify an app as a product based on when the app has a user experience or 
user interface intended for consumer use. 

The second Note12 examines how courts have typically handled §230 of 
the Communications Decency Act.13 Section 230 has long served as a 
protective law to internet platforms, providing a broad shield from liability for 
the content posted on these platforms. Courts have trended towards treating 
platforms, algorithms, and other technologies under § 230 as a monolith. Thus, 
this Note proposes a new approach that considers the differences within and 
among platforms and algorithms through a fact-specific, sliding scale approach 
of these technologies within the § 230 context. 

The final Note14 analyzes the Export Control Reform Act (ECRA)15 as it 
applies to artificial intelligence (AI). The Note explains how AI’s dual-use 
nature, benefiting both civilian and military sections, makes export control 
regulation particularly complex. The Note applies ECRA’s three-prong test to 
argue that some current controls may harm U.S. innovation and market 
strength, which is even more important with increasing U.S.-China 
competition. The Note concludes with recommending narrowly tailored, 
sector-specific controls and urges a balance between national security and 
global competitiveness. 

 
 10. Karina A. Sanchez, Note, Are Apps Products?: Consumer Software and Products Liability, 
40 BERKELEY TECH. L.J. 723 (2025). 
 11. In re Soc. Media Adolescent Addiction/Pers. Inj. Prod. Liab. Litig., 702 F. Supp. 3d 
809, 849 (N.D. Cal. 2023). 
 12. Andra Cernavskis, Note, Immunizing the Algorithm Only as Much as It Needs: Rethinking 
How Courts Analyze Algorithms Under Section 230, 40 BERKELEY TECH. L.J. 765 (2025). 
 13. 47 U.S.C. § 230. 
 14. Siwen D. Cremean, Note, Are Export Controls for Artificial Intelligence a Safeguard or a 
Straitjacket?, 40 BERKELEY TECH. L.J. 809 (2025). 
 15. 50 U.S.C. §§ 4801–4852. 
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III. TRADE SECRET LAW 

The first Trade Secret Note examines the extraterritoriality limits of the 
Defend Trade Secrets Act (DTSA).16 In Motorola Solutions, Inc. v. Hytera 
Communications Corporation Ltd., the Seventh Circuit held that the DTSA “does 
not require a completed act of misappropriation, nor does it impose a specific 
causation requirement” for extraterritorial liability.17 The Note argues that 
courts should interpret the DTSA with a significantly more limited 
extraterritorial application than the Seventh Circuit’s holding in Hytera. 

The second Note explores the unjust enrichment remedy in trade secret 
cases.18 In Syntel Sterling Best Shores Mauritus Ltd. v. The TriZetto Group, Inc., the 
Second Circuit vacated an approximately $285 million unjust enrichment 
award, finding that TriZetto was not entitled to unjust enrichment damages 
because an injunction had already prevented potential future harms to 
TriZetto.19 This Note explores the implications of the Syntel decision and 
suggests different damages schemes that will fairly compensate trade secret 
owners while discouraging would-be trade secret misappropriators. 

IV. ANTITRUST AND GOVERNMENT REGULATION 

The first Note20 in this Section explores the regulatory challenges of 
sponsored genetic testing programs, particularly at the intersection of the 
FDA’s oversight of test safety and the Office of Inspector General (OIG)’s 
enforcement of the Anti-Kickback Statute.21 Through case studies like 
favorable OIG advisory opinions and the Ultragenyx settlement,22 the Note 
highlights inconsistencies in current enforcement and issues of compliance 
uncertainty facing pharmaceutical sponsors. The Note ultimately calls for a 
unified FDA-OIG framework with risk-based guidance to ensure both 
innovation and regulatory integrity in federal healthcare programs. 

 
 16. Ben Clifner, Note, Hyter-ritoriality: The Proper Extraterritorial Scope of the Defend Trade 
Secrets Act, 40 BERKELEY TECH. L.J 865 (2025). 
 17. Motorola Sols., Inc. v. Hytera Commc’n Corp. Ltd., 108 F.4th 458 (7th Cir. 2024), 
reh’g dismissed, No. 22-2370, 2024 WL 4416886 (7th Cir. 2024). 
 18. Duane H. Yoo, Note, Syntel v. TriZetto: Balancing Compensation and Deterrence in Trade 
Secret Remedies, 40 BERKELEY TECH. L.J. 907 (2025). 
 19. Syntel Sterling Best Shores Mauritus Ltd. v. The TriZetto Grp., Inc., 68 F.4th 792, 
797 (2d Cir. 2023), cert. denied, 144 S. Ct. 352 (2023). 
 20. Yasameen Joulaee, Note, Developing Anti-Kickback Compliance Guidance at the Intersection 
of “Sponsored” and “Genetic Testing” Programs, 40 BERKELEY TECH. L.J. 957 (2025). 
 21. 42 U.S.C. § 1320a-7b(b).  
 22. See generally United States ex rel. Ruggiero v. Ultragenyx Pharm. Inc., No. 1:21-cv-
11176 (D. Mass. Dec. 19, 2023). 



FOREWORD_ FINALPROOF_12-21-25 (DO NOT DELETE) 1/11/26  11:03 PM 

2025] FOREWARD 523 

 

The second Note23 considers how the FTC’s updated Health Breach 
Notification Rule24 relates to privacy violations in health information 
technologies not currently regulated under the Health Insurance Portability 
and Accountability Act.25 The FTC’s update to outdated definitions is 
beneficial, but significant issues remain related to inconsistent enforcement 
and increased procedural scrutiny. Thus, this Note advocates for further clarity 
and increased administrative efficiency in enforcing the updated definitions. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 23. Alexis Tatum, Note, Ring the Alarm: An Analysis of the FTC’s Health Breach Notification 
Breach Rule, 40 BERKELEY TECH. L.J. 1009 (2025). 
 24. Health Breach Notification Rule, 16 C.F.R. § 318 (2024). 
 25. Health Insurance Portability and Accountability Act of 1996 (HIPAA), 42 U.S.C. §§ 
1320d–d-9. 



FOREWORD_ FINALPROOF_12-21-25 (DO NOT DELETE) 1/11/26  11:03 PM 

524 BERKELEY TECHNOLOGY LAW JOURNAL [Vol. 40:519 

 

 



JEUNG_FINALREAD_01-06-26 (DO NOT DELETE) 11/28/25 6:01 PM 

 

 

ANTITRUST AND THE ORANGE BOOK: AN 
ANALYSIS OF EFFORTS TO REDUCE IMPROPER 

LISTINGS 
Monica Jeung† 

TABLE OF CONTENTS 
I. INTRODUCTION .............................................................................. 527 
II. BACKGROUND .................................................................................. 530 

A. THE HATCH-WAXMAN ACT ..................................................................... 530 
1. New Drug Applications ....................................................................... 530 
2. The Abbreviated New Drug Application Process and Thirty-Month Stays

 ............................................................................................................ 531 
3. Amendments to Hatch-Waxman: The Medicare Modernization Act of 

2003 .................................................................................................... 535 
B. THE ORANGE BOOK PROVIDES PATENT EXCLUSIVITY INFORMATION 

TO GENERIC MANUFACTURERS ................................................... 536 
C. THE FDA LIMITS LISTING AND ALLOWS FOR THIRD-PARTY 

DELISTING ........................................................................................ 537 
1. Listing Rules for Orange Book Patents ................................................. 537 
2. The Orange Book Dispute and Delisting Process .................................. 539 

D. THE FEDERAL TRADE COMMISSION ASSERTED POTENTIAL 
ANTITRUST LIABILITY UNDER THE FTC ACT AND THE 
SHERMAN ACT ................................................................................. 539 

1. Section 5 of the FTC Act: Unfair Methods of Competition ................... 540 
2. Section 2 of the Sherman Act: Illegal Monopolization ........................... 541 

E. COURTS HAVE FOUND THAT IMPROPER LISTING MAY SUPPORT 
CLAIMS OF MONOPOLIZATION, BUT HAVE NOT PROVIDED A 
FINAL DETERMINATION ON THE ISSUE ..................................... 544 

1. District Courts Find That Improper Listings Have Potential to Be 
Antitrust Violations: In re Buspirone Antitrust Litigation and In re 
Remeron Antitrust Litigation ......................................................... 544 

 

  DOI: https://doi.org/10.15779/Z38H98ZG28 
  © 2025 Monica Jeung. 
 †  J.D. Candidate, 2026, University of California, Berkeley, School of Law. With thanks 
to my advisors Allison Schmitt and Wayne Stacy, and my peers John Moore, Gunn 
Jiravuttipong, and Duane Yoo for their review and advice. 



JEUNG_FINALREAD_01-06-26 (DO NOT DELETE) 11/28/25 6:01 PM 

526 BERKELEY TECHNOLOGY LAW JOURNAL [Vol. 40:525 

 

2. Circuit Courts Find That Improper Listings Have Potential to be Antitrust 
Violations: In re Warfarin Sodium Antitrust Litigation and In re 
Lantus Direct Purchaser Antitrust Litigation .............................. 547 

III. IMPROPER LISTING CAN LEAD TO UNWARRANTED DELAYS 
IN NARROW CIRCUMSTANCES .................................................... 548 

A. STUDIES INDICATE THAT IMPROPER LISTING DOES NOT APPEAR TO 
HAVE NEGATIVE EFFECTS ........................................................... 549 

1. The Number and Type of Patents Do Not Affect the Timing of Generic 
Entry ................................................................................................... 550 

2. Most NDAs Lack Associated Orange Book Patent Listings ............... 551 
B. CASE STUDY ON THE HARMS OF IMPROPER LISTINGS: THE FTC’S 

AMICUS CURIAE BRIEFS IN TEVA V. AMNEAL ......................... 552 

IV. AGENCIES CANNOT INDIVIDUALLY MAINTAIN QUALITY 
LISTINGS, BUT COLLABORATION MAY IMPROVE 
INFORMATIONAL ACCESS ............................................................ 555 

A. THE FTC’S METHODS TO CONTROL IMPROPER LISTING MAY BE 
INEFFICIENT OR LIMITED IN THEIR EFFECTIVENESS ............. 556 

1. Potential New Limitations on FTC Authority: Loper Bright 
Enterprises v. Raimondo ................................................................ 556 

2. The Neutral-Party Orange Book Listing Dispute Method May Be 
Inefficient .............................................................................................. 560 

3. Joining Private Parties in Sherman Act Section 2 Actions Does Not Lead 
to Court Rulings on Improper Listing Antitrust Liability Due to Parties 
Choosing to Settle ................................................................................. 561 

4. Deterrence Strategies Alone May Not Be the Best Way to Approach 
Improper Listings ................................................................................. 562 

B. THE FDA HAS DISCLAIMED RESPONSIBILITY FOR ENSURING THE 
CORRECTNESS OF ORANGE BOOK LISTINGS ............................ 563 

C. LIMITING IMPROPER LISTINGS IN THE ORANGE BOOK IS OUT OF 
THE USPTO’S SCOPE OF AUTHORITY ......................................... 566 

D. THE FDA AND USPTO SHOULD COLLABORATE TO INCREASE THE 
AVAILABILITY OF PATENT CATEGORIZATION INFORMATION
 ............................................................................................................ 567 

V. CONCLUSION ................................................................................... 570 

 





JEUNG_FINALREAD_01-06-26 (DO NOT DELETE) 11/28/25 6:01 PM 

528 BERKELEY TECHNOLOGY LAW JOURNAL [Vol. 40:525 

 

entry and recommend alternate approaches the government may take to 
increase generic drug entry. 

The Orange Book, published by the FDA, contains a list of patents 
provided by drug manufacturers covering FDA-approved drugs. The existence 
of patents on drug products deters potential generic competitors from 
attempting to make equivalent products, and Orange Book patent listing 
allows the owners of new drug products to gain certain regulatory protections 
which can stall generic competitor entry.6 These listed patents also inform 
potential generic entrants of which drugs are patent-protected, influencing 
generic drug-makers’ choices of which drug products to replicate. Thus, the 
Orange Book listings have the potential to significantly impact drug 
competition and prices.  

Between October 2023, when FTC released its policy statement, and April 
2024, the FTC challenged over three hundred patent listings in the Orange 
Book.7 The agency notified ten major pharmaceutical companies.8 Of these, 

 

 6. 21 U.S.C. § 355(c)(3)(E)(ii), (j)(5)(B)(iii). 
 7. FED. TRADE COMM’N, FTC EXPANDS PATENT LISTING CHALLENGES, TARGETING 
MORE THAN 300 JUNK LISTINGS FOR DIABETES, WEIGHT LOSS, ASTHMA AND COPD DRUGS 
(Apr. 30, 2024), https://www.ftc.gov/news-events/news/press-releases/2024/04/ftc-
expands-patent-listing-challenges-targeting-more-300-junk-listings-diabetes-weight-loss-
asthma [https://perma.cc/HF7A-DSYS]. 
 8. FED. TRADE COMM’N, IMPROPER ORANGE BOOK-LISTED PATENTS FOR QVAR 
REDIHALER (Nov. 7, 2023), https://www.ftc.gov/system/files/ftc_gov/pdf/norton-orange-
book.pdf [https://perma.cc/ULF5-HSCC]; FED. TRADE COMM’N, IMPROPER ORANGE 
BOOK-LISTED PATENTS FOR EPIPEN AND EPIPEN JR. (Nov. 7, 2023), https://www.ftc.gov/
system/files/ftc_gov/pdf/mylan-specialty-orange-book.pdf [https://perma.cc/FWN9-
VCHM]; FED. TRADE COMM’N, IMPROPER ORANGE BOOK-LISTED PATENTS FOR AUVI-Q 
(Nov. 7, 2023), https://www.ftc.gov/system/files/ftc_gov/pdf/kaleo-orange-book.pdf 
[https://perma.cc/C3RP-37N6]; FED. TRADE COMM’N, IMPROPER ORANGE BOOK-LISTED 
PATENTS FOR ADRENACLICK (Nov. 7, 2023), https://www.ftc.gov/system/files/ftc_gov/
pdf/impax-labs-orange-book.pdf [https://perma.cc/3WF3-4VUA]; FED. TRADE COMM’N, 
IMPROPER ORANGE BOOK-LISTED PATENTS FOR ARNUITY ELLIPTA AND VENTOLIN HFA 
(Nov. 7, 2023), https://www.ftc.gov/system/files/ftc_gov/pdf/glaxosmithkline-orange-
book.pdf [https://perma.cc/R84W-JZNR]; FED. TRADE COMM’N, IMPROPER ORANGE 
BOOK-LISTED PATENTS FOR ADVAIR HFA AND FLOVENT HFA (Nov. 7, 2023), https://
www.ftc.gov/system/files/ftc_gov/pdf/glaxo-group-orange-book.pdf [https://perma.cc/
5DVR-25YJ]; FED. TRADE COMM’N, IMPROPER ORANGE BOOK-LISTED PATENTS FOR 
ATROVENT HFA, COMBIVENT RESPIMAT, SPIRIVA, AND SPIRIVA RESPIMAT (Nov. 7, 2023), 
https://www.ftc.gov/system/files/ftc_gov/pdf/boehringer-ingelheim-orange-book.pdf 
[https://perma.cc/6ZR7-43LG]; FED. TRADE COMM’N, IMPROPER ORANGE BOOK-LISTED 
PATENTS FOR SYMBICORT (Nov. 7, 2023), https://www.ftc.gov/system/files/ftc_gov/pdf/
astrazeneca-orange-book.pdf [https://perma.cc/538P-NH9K]; FED. TRADE COMM’N, 
IMPROPER ORANGE BOOK-LISTED PATENTS FOR RESTASIS MULTIDOSE (Nov. 7, 2023), 
https://www.ftc.gov/system/files/ftc_gov/pdf/abbvie-orange-book.pdf [https://
perma.cc/W3UK-YAEP]; FED. TRADE COMM’N, IMPROPER ORANGE BOOK-LISTED 
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one delisted all challenged patents from the Orange Book, plus three additional 
patents.9 Others delisted only some of the challenged patents, or stated they 
would not be delisting any challenged patents.10  

Based on the FTC’s Orange Book policy and subsequent actions, it was 
clear that the agency was concerned that pharmaceutical companies were using 
improper Orange Book listings to “distort[] pharmaceutical markets” by using 
the benefits of listing patents to block or disincentivize generic drug makers 
from entering the market.11 It is also clear that the agency believed it could 
alleviate this issue through antitrust enforcement.12 In Part II, this Note will 
examine the context of the pharmaceutical industry’s relationship with the 
Orange Book, the authority of the FTC in this action, and the case law 
surrounding regulatory abuse in the monopoly and antitrust framework. Part 
III will address both studies and case law discussing whether improper listing 
causes harm to consumers. Part IV will address the capacity of the FDA, U.S. 
Patent and Trademark Office (USPTO), and FTC to affect Orange Book 
listings as separate agencies, how the FTC’s authority in this area may have 
been affected by the Supreme Court’s recent decision in Loper Bright Enterprises 
v. Raimondo, and why antitrust enforcement in general may be a poor choice 
for regulating Orange Book listings. Finally, this Note will suggest how the 
FDA and USPTO, rather than the FTC and its antitrust mechanisms, can and 
should be the agencies to encourage proper initial listings via voluntary listing 
procedures with the support of the courts. 

 

PATENTS FOR QVAR 40, PROAIR HFA, PROAIR DIGIHALER (Nov. 7, 2023), https://
www.ftc.gov/system/files/ftc_gov/pdf/teva-branded-pharma-orange-book.pdf [https://
perma.cc/NR3F-BEWP] [hereinafter FTC PHARMACEUTICAL NOTICES]; see also FED. TRADE 
COMM’N, FTC CHALLENGES MORE THAN 100 PATENTS IMPROPERLY LISTED IN THE FDA’S 
ORANGE BOOK (Nov. 7, 2023), https://www.ftc.gov/news-events/news/press-releases/
2023/11/ftc-challenges-more-100-patents-improperly-listed-fdas-orange-book [https://
perma.cc/Q2EL-DQXX].  
 9. Letter from Elizabeth Warren & Pramila Jayapal to FDA Comm’r Robert M. Califf 
on Orange Book Guidance, at 2 (Feb. 15, 2024), https://www.warren.senate.gov/imo/
media/doc/2024.02.15%20Letter%20to%20FDA%20re%20Orange%20Book%20
Guidance.pdf [https://perma.cc/36V2-EQF8]. 
 10. Id. 
 11. FED. TRADE COMM’N, FEDERAL TRADE COMMISSION STATEMENT CONCERNING 
BRAND DRUG MANUFACTURERS’ IMPROPER LISTING OF PATENTS IN THE ORANGE BOOK 3–
4, https://www.ftc.gov/system/files/ftc_gov/pdf/p239900orangebookpolicystatement
092023.pdf [https://perma.cc/F2TG-8NB3] (last visited Aug. 28, 2024). 
 12. Id. 
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II. BACKGROUND 

This Part will discuss the creation of the Orange Book as well as the Hatch-
Waxman Act, the legal framework meant to balance the interests of generic 
and brand drug manufacturers which shaped the modern Orange Book. It will 
briefly discuss how Congress has amended the Hatch-Waxman Act over time. 
It will then address the legal context in which the FTC has found authority for 
its Orange Book policy, and the case history surrounding previous actions 
against improper listing. 

A. THE HATCH-WAXMAN ACT 

In 1984, Congress passed the Hatch-Waxman Act in an attempt to balance 
two major policy interests: encouraging the creation of new drugs via 
protection of patent rights for new drug developers, and increasing market 
competition, therefore the accessibility of medication, by encouraging generics 
companies to enter the market with a shorter and less expensive regulatory 
process.13 According to the FDA, at the time of the enactment of the Hatch-
Waxman Act in 1984, generics constituted only 19 percent of prescription drug 
purchases.14 After Hatch-Waxman, this number soared to 53 percent in 2004, 
and may be as much as 90 percent today.15 The Hatch-Waxman Act was an 
attempt to fit generic competition into this patent-based exclusivity scheme by 
allowing generic manufacturers to use a shortened version of the regulatory 
process and therefore avoid some development costs while still giving drug 
developers their full patent term.16 

1. New Drug Applications 

The Hatch-Waxman Act established procedures for makers of novel drugs 
to apply for FDA approval. New drug makers are required to submit a New 
Drug Application (NDA) to the FDA to have the drug approved for use.17 
When new drug makers file an NDA, they are required to submit full reports 
of their investigations into the safety and efficacy of the drug; the methods, 
facilities and controls for manufacture, packaging, and processing; and the 
patent number and expiration date of certain types of patents which could be 
reasonably asserted in a patent infringement case.18 Patents listed in the Orange 
 

 13. Andrx Pharms., Inc. v. Biovail Corp., 276 F.3d 1368, 1371 (Fed. Cir. 2002). 
 14. U.S. FOOD & DRUG ADMIN., 40TH ANNIVERSARY OF THE GENERIC DRUG 
APPROVAL PATHWAY (Sep. 23, 2024), https://www.fda.gov/drugs/cder-conversations/40th-
anniversary-generic-drug-approval-pathway. 
 15. Id. 
 16. 21 U.S.C. § 355(j). 
 17. 21 U.S.C. § 355(a). 
 18. 21 U.S.C. § 355(b)(1)(A). 
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Book must claim the drug itself, a product in which it is an active ingredient, 
or claim a method of using the drug which the NDA also asserts.19 Once 
approved, the FDA lists the patents provided with the NDA in the Orange 
Book.20  

2. The Abbreviated New Drug Application Process and Thirty-Month Stays 

With the Hatch-Waxman Act, Congress created a shortened drug approval 
process for generic manufacturers and balanced that advantage by granting 
brand manufacturers regulatory stays on generic entry under certain conditions 
to be discussed later in this Section. Generic drug manufacturers can use the 
Abbreviated New Drug Application (ANDA) process to obtain marketing 
approval for their products.21 The ANDA process provides two primary 
incentives for generic manufacturers. First, ANDA applicants can avoid many 
of the time and financial costs associated with human clinical testing by 
submitting information that shows that the active ingredient(s) are the same or 
bioequivalent to that of an approved drug.22 Second, if approved, the first-
filing ANDA applicant gains a 180-day exclusivity period to market their 
generic version of the drug.23 This allows the first-filing generic brand to profit 
without competition from other generics.  

In addition to proving bioequivalence, an ANDA filer must also certify 
that its generic version of the drug will not infringe on any valid patents held 
by the brand manufacturer for each listed patent. More specifically, an ANDA 
filer may certify that to the best of their knowledge, (1) there are no relevant 
patents; (2) that there is such a patent, but it is expired; (3) that there is such a 
patent, and said patent will expire at a provided date; or (4) that such patents 
exist but are either invalid or will not be infringed.24 The fourth type of 
certification is known as a Paragraph IV certification, and, as shown in Figure 
1, is the only pathway that would allow a generic manufacturer to enter the 
market while a relevant patent is still unexpired.25 Thus, only ANDA filers 
using a Paragraph IV certification are required to give notice of the 
certification to patent owners and the holder of the NDA related to the 

 

 19. Id. 
 20. U.S. FOOD & DRUG ADMIN., APPROVED DRUG PRODUCTS WITH THERAPEUTIC 
EQUIVALENCE EVALUATIONS AD2 (44th ed. 2024) [hereinafter ORANGE BOOK]. 
 21. 21 U.S.C. § 355(j). 
 22. 21 U.S.C. § 355(j)(2)(A). 
 23. 21 U.S.C. § 355(j)(5)(B)(iv). 
 24. 21 U.S.C. § 355(j)(2)(A)(vii). 
 25. 21 U.S.C. § 355(j)(2)(A)(vii). Paragraph IV certifications are named after the 
subsection of the ANDA filing requirements it falls under. 
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relevant patent.26 This notice must state that an ANDA with bioequivalence or 
bioavailability data has been filed in order to gain approval for commercial use 
before the expiration of the challenged patent, and it must include a detailed 
statement of the factual and legal basis under which the ANDA applicant 
claims the patent is invalid or not infringed.27 
  

 

 26. 21 U.S.C. § 355(j)(2)(B), (c)(3)(A)–(C). 
 27. 21 U.S.C. § 355(j)(2)(B)(iv). 
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Figure 1: Possible Outcomes of an ANDA Filing Assuming No Issues with the 
Generic Product’s Safety 

 

 
 

The Hatch-Waxman Act balances the shortened approval time frame for 
generics with significant patent protection for brand name manufacturers. As 
Figure 2 shows, there is a minimum four-year block on an ANDA filing on a 
brand manufacturer’s drug beginning from the approval of the NDA for a 
novel drug.28 Once an ANDA is filed with a Paragraph IV certification and 
notice is sent to the brand manufacturer, the brand manufacturer has forty-
five days to bring an action for infringement.29 When the action is filed, a thirty-
month stay is automatically placed on the approval of the ANDA.30 Since the 
action is brought in response to the ANDA, and not to actual market entry, 
the generic manufacturer’s ANDA is only a technical act of infringement.31 
Although the thirty-month stay is triggered automatically, the NDA holder 

 

 28. 21 U.S.C. § 355(c)(3)(E)(ii). Four years is the minimum if the generic filer makes a 
Paragraph IV certification. Five years is the minimum for all other forms of generic entry and 
for NDAs containing new chemical entities. In addition, if the brand manufacturer challenges 
the Paragraph IV certification for patent infringement within a year of an ANDA filed at 
exactly the 4-year mark, the normal thirty-month stay will be extended to block generic entry 
until a total of 7.5 years have passed from NDA approval. 
 29. 21 U.S.C. § 355(j)(5)(B)(iii). See supra Figure 1 for further reference. 
 30. 21 U.S.C. § 355(j)(5)(B)(iii). 
 31. 35 U.S.C. § 271(e)(2). 
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must still prove that the generic will infringe on valid patents.32 If a court 
decides that the patent is invalid or not infringed before the thirty-month stay 
ends, the FDA will approve the generic’s application, effective when the court 
order is entered.33 If a court finds that the patent has been infringed, the 
approval of the generic’s application will be approved on the date specified by 
the court order, which will be after the expiration of the infringed patent.34  

Figure 2: The Timeline for an ANDA Filed with a Paragraph IV Certification 

 

 
  

 

 32. See 21 U.S.C. § 355(j)(5)(B)(iii)(II)–(IV) (requiring that the NDA holder obtain a 
court ruling that the patent was infringed to block FDA approval until a date specified by a 
court order). 
 33. 21 U.S.C. § 355(j)(5)(B)(iii)(I). 
 34. 21 U.S.C. § 355(j)(5)(B)(iii)(II); 35 U.S.C. § 271(e)(4)(A). 
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month stay on the late listed patent with regards to that ANDA.44 However, 
the generic may still risk infringement if it goes to market, as the patent may 
still be enforceable, despite falling outside the time frame required by the 
regulatory scheme. Given that these amendments came in response to the FTC 
study, these modifications to the Hatch-Waxman Act appear to work to 
disincentivize brand manufacturers from strategically delaying their patent 
listings and instead encourage prompt listing to take full advantage of the 
available regulatory protections. 

B. THE ORANGE BOOK PROVIDES PATENT EXCLUSIVITY INFORMATION 
TO GENERIC MANUFACTURERS 

The FDA originally created the Orange Book to help pharmacists decide 
when it was safe to substitute generic versions of a drug for a prescribed brand 
name version of the same drug.45 In 1984, as part of a larger effort to encourage 
drug development, Congress expanded the Orange Book from a simple drug-
equivalence resource to an exclusivity information resource by requiring the 
FDA to publish a list containing the official and proprietary name of a given 
drug, its date of approval, and what kinds of studies are required for 
applications filed regarding the drug.46 The modern Orange Book is comprised 
of four main sections: the prescription drug product list, the over-the-counter 
drug product list, and the drug products with approval under § 505 of the 
Food, Drug, and Cosmetic Act (“FD&C Act”) list, and the discontinued drug 
products list.47 The Addendum to the Orange Book contains a list of drugs 
that qualify under the FD&C Act for periods of exclusivity and, importantly, 
contains patent information for newly innovated drugs.48 Therefore, in 
addition to providing pharmacists with substitution guidance, the Orange 
Book also provides generic manufacturers notice of any patents covering drug 
products they wish to market. The FDA is obligated to revise the list once a 
month, include any newly submitted patent information for listed drugs, and 
specify any applicable exclusivity period.49  

 

 44. Id.; 21 U.S.C. § 355(j)(5)(B)(iii) (predicating the thirty-month stay on an ANDA 
applicant filing a Paragraph IV certification). 
 45. 44 Fed. Reg. 2932-2933. 
 46. 21 U.S.C. § 355(j)(7)(A)(i)–(iii) (adding to Title 21 by the Hatch-Waxman Act). 
 47. See generally ORANGE BOOK. 
 48. Id. 
 49. 21 U.S.C. § 355(j)(7)(A)(i)–(iii). 
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C. THE FDA LIMITS LISTING AND ALLOWS FOR THIRD-PARTY 
DELISTING 

The FDA requires that patents relating to the core formulation of a drug 
be listed in the Orange Book, and prohibits the listing of certain categories of 
peripheral patents.50 Beyond the explicitly stated listing rules held by the FDA, 
courts have made efforts to clarify whether certain frequently contested types 
of patents are appropriate for listing, such as risk-management system patents 
and device component patents.51 In addition to its own stated listing rules, the 
FDA allows parties to challenge any Orange Book listings they think are 
improper through a neutral dispute process.52 This Section will cover the 
FDA’s patent listing rules, the gray areas addressed by case law, and the process 
for challenging and delisting improperly listed patents.  

1. Listing Rules for Orange Book Patents 

The FDA requires an NDA applicant to submit all patents that claim the 
drug, or any method of using the drug from which a claim of patent 
infringement could “reasonably be asserted” if a non-licensed party 
manufactured, used, or sold the drug.53 Drug substance patents which claim 
the active ingredient of the drug, drug product patents which claim the 
formulation or composition of the drug, and method-of-use patents which 
claim specific indications or conditions of use must be submitted with the 
NDA.54 Furthermore, if a patent only claims the polymorph of a drug 
substance, the NDA applicant must submit additional clinical test data 
showing that the drug product will perform the same as the drug product 
described in the original NDA.55 

Conversely, the FDA also forbids the submission of certain types of 
patents to the Orange Book. The agency will not accept process patents, or 

 

 50. 21 C.F.R. § 314.53(b)(1). 
 51. See, e.g., Cesar Castillo, Inc. v. Sanofi-Aventis U.S., LLC (In re Lantus Direct Purchaser 
Antitrust Litigation), 950 F.3d 1 (1st Cir. 2020) [hereinafter Lantus] (restricting device 
component patent listings); Jazz Pharms. v. Avadel CNS Pharms., 60 F.4th 1373 (Fed. Cir. 
2023) (restricting risk management systems listings). 
 52. 21 C.F.R. § 314.53(f). 
 53. 21 C.F.R. § 314.53(b)(1). 
 54. 21 U.S.C. § 355(b)(1)(A)(viii); 21 C.F.R. § 314.53(b)(1). In this context, indications 
are the medical conditions which a drug is approved to treat. 
 55. 21 C.F.R. § 314.53(b)(1). Polymorphs refer to the different molecular structures 
which a drug compound may exist in. They often have slightly different physical, and therefore 
medical properties. U.S. FOOD & DRUG ADMIN., ANDAS: PHARMACEUTICAL SOLID 
POLYMORPHISM CHEMISTRY, MANUFACTURING, AND CONTROLS INFORMATION at 2 (July 
2007). 
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patents claiming packaging, metabolites, or intermediates.56 In between these 
clearly permitted and clearly forbidden patent types is an indefinite gray area 
containing device component and risk management systems patents. These 
patents have been listed in the Orange Book and subsequently disputed in 
court, providing some limited clarification. In In re Lantus Direct Purchaser 
Antitrust Litigation, the First Circuit held that device components that did not 
claim a reference listed drug (RLD) should not be listed, even if the 
components were integral to the drug product.57 In this case, Sanofi-Aventis 
listed a patent claiming one component of the injector pen as a dosage form 
and, therefore, a drug product under the FDA listing rules.58 However, the 
patent itself did not mention insulin, except as an example of use in the 
specification, or claim the pen as a whole.59 Instead, it only claimed the drive 
mechanism.60 The First Circuit stated that an integral component could not be 
stretched to be considered the finished product and, therefore, could not claim 
the drug.61 It further noted that the FDA had already passed on the 
opportunity to adopt rules that would allow this interpretation.62 As a result, 
the First Circuit eliminated device component patents from an Orange Book 
listing. 

In Jazz Pharmaceuticals v. Avadel CNS Pharmaceuticals, the Federal Circuit held 
that patents on risk management systems for managing drug abuse risks could 
not be listed in the Orange Book.63 Jazz Pharmaceuticals held the NDA for a 
commonly abused narcolepsy drug.64 Jazz produced and patented a 
computerized pharmacy distribution system that controlled access to the drug, 
and submitted this patent for Orange Book listing as a method-of-use patent.65 
The Federal Circuit held that the patent claimed the physical components of a 
system, rather than a performance of steps, and that the patent would have 
needed to claim a performance of steps to qualify as a method-of-use patent.66 
As a result, the Federal Circuit instructed Jazz to request the delisting of the 

 

 56. Id. 
 57. Lantus, 950 F.3d at 8–10. 
 58. Id. at 7. 
 59. Id. at 5. 
 60. Id. 
 61. Lantus, 950 F.3d at 8–10. 
 62. Id.; see also 68 Fed. Reg. 36680 (a notice-and-comment rulemaking cited by the Lantus 
court, where the FDA declined to include patents claiming containers that did not also claim 
the drug product). 
 63. Jazz Pharms., 60 F.4th at 1382. 
 64. Id. at 1367. 
 65. Id. at 1376–77. 
 66. Id. at 1379–80. 



JEUNG_FINALREAD_01-06-26 (DO NOT DELETE) 11/28/25 6:01 PM 

2025] ANTITRUST AND THE ORANGE BOOK 539 

 

patent from the Orange Book, demonstrating that risk management systems 
patents do not qualify for listing.67 

2. The Orange Book Dispute and Delisting Process 

The FDA does not require parties to become involved in an infringement 
suit to challenge the inclusion of a patent in the Orange Book.68 Any person 
other than the NDA holder may dispute the accuracy or relevance of patent 
information submitted to the FDA as part of an NDA.69 Parties may also use 
the process to challenge NDA holders for failing to submit required patent 
information.70 The patent listing dispute must include a statement providing 
the specific grounds for disagreement.71 Once the statement is submitted, the 
FDA sends it to the NDA holder, who must confirm the correctness of the 
patent information, or alternatively, amend or delist the patent.72 If the NDA 
holder provides the necessary confirmation of correctness within thirty days 
of the FDA sending the notice, the agency will not change the patent 
information in the Orange Book.73  

D. THE FEDERAL TRADE COMMISSION ASSERTED POTENTIAL 
ANTITRUST LIABILITY UNDER THE FTC ACT AND THE SHERMAN 
ACT 

While the contents of the Orange Book have historically been a concern 
for the FDA, the FTC asserted authority to limit improper Orange Book 
patent listings through antitrust using the Federal Trade Commission Act in 
its 2023 Orange Book policy. In that policy, the FTC stated that the improper 
listing of patents may constitute an unfair method of competition under § 5 of 
the FTC Act.74 The agency further noted that improper listing may potentially 
constitute illegal monopolization under § 2 of the Sherman Act.75 This Section 
will address the legal background of § 5 of the FTC Act and § 2 of the Sherman 
Act. Section IV.C will discuss limitations on the FTC’s authority under these 

 

 67. Id. at 1382. 
 68. 21 C.F.R. § 314.53(f). 
 69. 21 C.F.R. § 314.53(f)(1). 
 70. Id. 
 71. Id. 
 72. 21 C.F.R. § 314.53(f)(1)(i). 
 73. Id. 
 74. FED. TRADE COMM’N, FEDERAL TRADE COMMISSION STATEMENT CONCERNING 
BRAND DRUG MANUFACTURERS’ IMPROPER LISTING OF PATENTS IN THE ORANGE BOOK 3–
4, https://www.ftc.gov/system/files/ftc_gov/pdf/p239900orangebookpolicystatement
092023.pdf [https://perma.cc/F2TG-8NB3] (last visited Aug. 28, 2024). 
 75. Id. at 5–6. 
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commerce, or an attempt to monopolize trade or commerce, is illegal under 
§ 2 of the Sherman Act.93 Illegal monopolization contains two elements: (1) 
the possession of monopoly power in the relevant market, and (2) the willful 
acquisition or maintenance of that power in ways that are not simply 
consequences of having a better product or business.94 To prove that a 
company possesses monopoly power, a plaintiff must demonstrate that the 
company has the ability to control prices or exclude competition.95 Therefore, 
it is important to show that an actor both engaged in illegitimate conduct, and 
that this conduct resulted in actual acquisition or maintenance of monopoly 
power.96 In the pharmaceutical monopolization cases discussed in Section II.E, 
many of the plaintiffs allege an overall scheme comprised of multiple acts, 
including improper listing and subsequent sham litigation, that prevented or 
delayed generic entry.97 

Despite the use of the term “willful” in the definition of monopolization, 
courts in § 2 cases generally do not look for specific intent to monopolize, but 
rather to the “deliberateness,” or general intent to engage in conduct that had 
the consequence of establishing or maintaining a monopoly.98 In United States 
v. Griffith, the Supreme Court held that it was not necessary to prove specific 
intent to build a monopoly when a group of cinemas negotiated agreements to 
pool their buying power in film screenings.99 The court held that it was 
“sufficient that a restraint of trade or monopoly results as the consequence of 
a defendant’s conduct or business arrangements.”100 Specific intent is required 
only if the defendant’s actions did not quite reach the point of creating a 
monopoly.101 Showing an intent to create the monopoly is only necessary when 
actions beyond natural business forces would have been required to create a 
monopoly.102 In Barry Wright Corp. v. ITT Grinnell Corp., the First Circuit stated 
 

 93. 15 U.S.C. § 2.  
 94. Grinnell Corp., 384 U.S. at 570–71. 
 95. Pepsico, Inc. v. Coca-Cola Co., 315 F.3d 101, 107–08 (2d Cir. 2002). Note that the 
FTC itself does not have the power to bring actions under the Sherman Act, and thus cases 
involving a Sherman Act § 2 claims are not brought under the FTC’s name. The agency may 
intervene, but it cannot initiate the suit. See 15 U.S.C. § 21(b) (permitting the FTC to initiate 
actions under 15 U.S.C. §§ 13, 14, 18, and 19––notably not including § 2, the illegal 
monopolization provision of the Sherman Act); 15 U.S.C. § 45(b) (permitting the FTC to 
initiate actions under the FTC Act). 
 96. Pepsico, Inc., 315 F.3d at 108. 
 97. See, e.g., In re Remeron Antitrust Litig., 335 F. Supp. 2d 522, 526–27 (D.N.J. 2004). 
 98. 2 ANTITRUST LAWS AND TRADE REGULATION § 25.04 (2d ed. 2024).  
 99. United States v. Griffith, 334 U.S. 100, 105 (1948). 
 100. Id. 
 101. Id. (requiring specific intent “only where the acts fall short of the results condemned 
by the Act”). 
 102. Id. (quoting Swift & Co. v. United States, 196 U.S. 375, 396 (1905)). 
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that “intent to harm without more offers too vague a standard in a world where 
executives may think no further than [l]et’s get more business.”103 
Furthermore, if the search for intent to harm required a search for tangible 
documentation, strategic firms would simply not make such records.104 
Therefore, courts often judge willfulness in monopoly cases by the relation of 
the suspect price to the firm’s costs, rather than using intent.105  

However, in the area of complex regulatory policy, the general intent 
standard may not apply. For example, the Seventh Circuit has allowed antitrust 
defendants to raise their good-faith attempt to adhere to regulatory obligations 
as a legitimate antitrust defense, particularly for heavily regulated utilities such 
as the telecommunications industry.106 In MCI Communications Corporation v. 
American Telephone and Telegraph Company, the Seventh Circuit held that while 
the existence of a complex regulatory scheme did not grant antitrust immunity, 
a sufficiently complex body of regulation permits parties accused of 
monopolization to raise a good-faith compliance defense.107 MCI 
Communications alleged that the American Telephone and Telegraph 
Company (AT&T) had illegally created and maintained a monopoly.108 The 
telecommunications industry was controlled by a complex regulatory policy 
based on the Federal Communications Commission’s (FCC) Specialized 
Common Carriers decision, which the court described as “hardly a model of 
clarity.”109 AT&T argued that the FCC had approved each of the individual 
alleged anticompetitive activities, and should therefore at least have ad hoc 
immunity.110 The Seventh Circuit explained that the Communications Act of 
1934 did not expressly grant antitrust immunity, and that it was well established 
that regulated industries are not immunized from antitrust liability for 
voluntarily initiated conduct.111 Antitrust immunization should only be granted 
to the minimum extent necessary to make the regulatory scheme work.112 
Furthermore, the court observed that the FCC’s interconnection policies 
appeared to be designed to promote competition, meaning antitrust liability 
was likely to complement, rather than undermine, the regulatory framework.113 
 

 103. Barry Wright Corp. v. ITT Grinnell Corp., 724 F.2d 227, 232 (1st Cir. 1983) (internal 
quotation marks omitted). 
 104. Id. at 232. 
 105. Id. 
 106. MCI Commc’ns Corp. v. Am. Tel. & Tel. Co., 708 F.2d 1081, 1109 (7th Cir. 1983).  
 107. Id. at 1106–10. 
 108. Id. at 1092. 
 109. Id. at 1095. 
 110. Id. at 1102. 
 111. Id. at 1103. 
 112. Id. at 1102. 
 113. Id. at 1104. 
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Despite finding that AT&T did not have antitrust immunity, the Seventh 
Circuit noted that substantial regulation in an industry might alter the scope of 
behaviors that fall under willful acquisition or maintenance of monopoly 
power.114 The Seventh Circuit thus agreed with the district court that an 
antitrust defendant is entitled to raise and have the jury consider a good-faith 
attempt to adhere to a regulatory scheme as a legitimate antitrust defense.115 
These cases demonstrate that the standards for antitrust violations may be 
different for highly regulated industries, and they may include an allowance for 
a good-faith defense. 

E. COURTS HAVE FOUND THAT IMPROPER LISTING MAY SUPPORT 
CLAIMS OF MONOPOLIZATION, BUT HAVE NOT PROVIDED A FINAL 
DETERMINATION ON THE ISSUE 

Courts have recognized that improper submissions to the Orange Book 
could create antitrust liability for drug companies under a monopolization 
theory, but none so far have issued a ruling of antitrust liability.116 This has left 
antitrust claims based on Orange Book listings an area of unsettled case law. 
Cases where courts recognize a potential for antitrust liability tend to follow a 
pattern: a group of direct purchasers or a prospective generic competitor will 
sue a brand manufacturer for an ongoing pattern of behavior, which may 
include fraudulent patents, improper listings, and sham litigations based on 
those improper listings or fraudulent patents.117 The brand manufacturer will 
claim some form of antitrust immunity, and the court will either find that 
improper listing may qualify as part of a pattern of anticompetitive behavior 
or disqualify improper listing but uphold the plaintiff’s overall complaint. In 
the cases below which follow this pattern, the courts have not yet provided 
final rulings on the issue of antitrust liability. This suggests that private antitrust 
enforcement is poorly suited to regulating patents in the Orange Book. 

1. District Courts Find That Improper Listings Have Potential to Be 
Antitrust Violations: In re Buspirone Antitrust Litigation and In re 
Remeron Antitrust Litigation 

 In re Buspirone was one of the earliest cases to test the idea that improper 
listing could qualify as a Sherman Act § 2 violation, and thus the Buspirone court 
was one of the first to suggest that misrepresentations in making Orange Book 
listings might constitute fraud on the government resulting in antitrust 
 

 114. Id. at 1106. 
 115. Id. at 1109–10. 
 116. See, e.g., Lantus, 950 F.3d 1, 13–15 (1st Cir. 2020). 
 117. See, e.g., id.; In re Buspirone Pat. & Antitrust Litig., 185 F. Supp. 2d 363, 365–67 
(S.D.N.Y. 2002). 
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liability.118 In Buspirone, a group of generic drug manufacturers, direct 
purchasers, end-payors, and consumer protection organizations brought a suit 
against pharmaceutical giant Bristol-Myers Squibb (BMS).119 The plaintiffs 
alleged that BMS violated § 2 of the Sherman Act through (1) a reverse 
payment settlement120 on an infringement suit and (2) an improper Orange 
Book listing for a patent for its drug buspirone, submitted less than one day 
before the existing patent expired.121 Plaintiffs believed that the patent was 
fraudulently represented to the FDA to cover uses of buspirone that should 
have gone into the public domain with the expiration of the prior patent.122 
They then alleged that BMS asserted this fraudulent patent against generic 
competitors, triggering a thirty-month stay under Hatch-Waxman and unfairly 
delaying generic entry.123  

BMS raised a Noerr-Pennington immunity defense.124 Noerr-Pennington 
immunity refers to a pair of cases in which the Supreme Court held that the 
Sherman Act did not prevent concerted efforts to persuade or influence 
legislation.125 However, the district court observed two exceptions to this 
defense.126 The first is the Walker-Process exception, which removed Noerr-
Pennington immunity if a party knowingly and willfully made false 
representations to the government.127 The second applies if the monopoly is 
sustained by “sham” litigation, or in other words, a baseless lawsuit used to 
interfere with the business relationships of a competitor through the use of 
government processes, rather than waiting for the outcome of those 
processes.128  

 

 118. Buspirone, 185 F. Supp. 2d at 374–75. There was one other suit before Buspirone in 
2000, which will be discussed infra Part II.E.2. See Warfarin Sodium, 214 F.3d at 401. 
 119. Buspirone, 185 F. Supp. 2d at 365–66. 
 120. A reverse payment settlement in the pharmaceutical patent context is when a patent-
holding brand manufacturer pays a potential generic competitor to stay out of the market and 
to not create the risk of patent invalidation by challenging the patent in court. See FTC v. 
Actavis, Inc., 570 U.S. 136, 140 (2013). While reverse payment settlements in patent cases are 
not presumptively unlawful because patents allow the patent-holder to legally exclude others 
from a market, they may be antitrust violations depending on their size and scale. Id. at 158–
59. 
 121. Buspirone, 185 F. Supp. 2d at 366–67. 
 122. Id. at 366. 
 123. Id. 
 124. Id. at 368. 
 125. E. R.R. Presidents Conf. v. Noerr Motor Freight, Inc., 365 U.S. 127 (1961); United 
Mine Workers v. Pennington, 381 U.S. 657 (1965) (collectively establishing the Noerr-Pennington 
doctrine). 
 126. Buspirone, 185 F. Supp. 2d at 368–69. 
 127. Id. 
 128. Id. at 368. 
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The district court ruled that the Noerr-Pennington doctrine did not apply to 
BMS’s conduct.129 The court found that since the FDA must include patents 
in the Orange Book under the law, and does not make decisions about the 
representations made in the Orange Book, BMS’s patent filings were not acts 
of petitioning or persuading the government.130 The court further ruled that 
even if Noerr-Pennington had applied to BMS’s conduct, “the [FDA] listing 
process is nevertheless such that misrepresentations as to the scope of a patent 
can be fraudulent for Walker Process purposes.”131 In addition, BMS could not 
have reasonably asserted infringement claims based on a patent that did not 
claim the drug against generic competitors seeking to market that drug.132 After 
the majority of BMS’s motions to dismiss were denied, the parties agreed to 
dismiss the proceedings.133 The lack of a final ruling makes it difficult to 
determine what role, if any, improper listing could play in the finding of 
antitrust liability under the Sherman Act.  

The District Court for the District of New Jersey in In re Remeron Antitrust 
Litigation looked at similar facts and followed similar reasoning to the New 
York district court.134 The New Jersey court held that manipulation of the 
ANDA process might mean that relief could be granted under § 2 of the 
Sherman Act, but, like the New York court, declined to rule definitively on the 
question of actual antitrust liability.135 The Remeron direct purchasers filed 
antitrust complaints against Organon, alleging an “overall scheme” to 
monopolize the relevant market on the basis of a fraudulently obtained patent, 
submitting patents to the Orange Book that do not qualify for listing, baseless 
patent infringement actions, and improperly delayed Orange Book listing.136 
The district court denied Organon’s motion to dismiss in part, dismissing the 
improper listing and sham litigation claims, but allowing the “overall scheme” 
claims because “[w]ithin the maze of Hatch-Waxman, if a patent-holder’s 
actions unlawfully maintain otherwise lawful monopoly power or use a lawful 
patent to manipulate the ANDA process, such actions could lead to 
anticompetitive effects . . . it cannot be said to a legal certainty that no relief 

 

 129. Id. at 371–73. 
 130. Id. 
 131. Id. at 374. 
 132. Id. at 375. 
 133. Bristol-Myers Squibb Co. v. Mylan Pharms., Inc. (In re Buspirone Patent Litigation), 
60 Fed. Appx. 806 (Fed. Cir. 2003). 
 134. Walgreen Co. v. Organon, Inc. (In re Remeron Antitrust Litig.), 335 F. Supp. 2d 522 
(D.N.J. 2004). 
 135. Id. at 525. 
 136. Id. at 526–27. 
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could be granted under § 2.”137 The case later settled, meaning that Remeron 
also does not provide concrete answers on potential antitrust liability 
associated with improper listings.138 Notably, a settlement may have been 
reached in this case, and in many of the other cases discussed in this Part, 
specifically to avoid setting a precedent of antitrust liability for creating 
improper Orange Book listings.139 If a party to a litigation is concerned about 
the effect of a precedent that could result from a trial, it is reasonable for that 
party to settle for some price that they believe to be worth avoiding that 
precedent.140 

2. Circuit Courts Find That Improper Listings Have Potential to be Antitrust 
Violations: In re Warfarin Sodium Antitrust Litigation and In re 
Lantus Direct Purchaser Antitrust Litigation 

In 2000, the Third Circuit Court of Appeals took on a case addressing the 
potential for antitrust liability for improper listing.141 The Third Circuit found 
that the dissemination of misleading information regarding a generic, and an 
attempt to delay FDA approval of generic drugs that resulted in inflated prices 
for consumers, was sufficient to grant antitrust standing.142 In In re Warfarin 
Sodium Antitrust Litigation, a class of the drug’s users alleged that they had paid 
inflated prices due to the brand manufacturer DuPont delaying FDA approval 
of a generic drug, and disseminating false information about the generic.143 The 
district court had dismissed the complaints for lack of standing based on 
factors outside of those alleged in the complaint, namely the existence of third-
party payors, which likely absorbed the impact of the high prices.144 The Third 
Circuit overturned the dismissal, stating that the district court applied the rules 
of standing incorrectly by considering external factors, and that the drug’s 
purchasers could be the target of an antitrust violation.145 Regardless of the 
actions of middlemen, the court stated that “the overcharge was the aim of 
DuPont’s preclusive conduct. It is difficult to imagine a more formidable 
demonstration of antitrust injury.”146 While this ruling does not state that 
 

 137. Id. at 532. 
 138. In re Remeron Direct Purchaser Antitrust Litig., No. 03-CV-0085, 2005 U.S. Dist. 
LEXIS 47058 (D.N.J. 2005) (the order settling the case). 
 139. Leandra Lederman, Precedent Lost: Why Encourage Settlement, and Why Permit Non-Party 
Involvement in Settlements, 72 NOTRE DAME L. REV. 221, 231 (Oct. 1999). 
 140. Id. 
 141. Warfarin Sodium, 214 F.3d at 396–97. 
 142. Id. 
 143. Id. at 397. 
 144. Id. at 397–98. 
 145. Id. at 401. 
 146. Id. 
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delaying FDA approval of a generic was in fact an antitrust injury, it suggested 
that it could be if a court later found that end users actually suffered higher 
prices.147 The case subsequently settled.148 

The First Circuit has also found that improper listings could be indicative 
of an extension of monopoly power. In In re Lantus Direct Purchaser Antitrust 
Litigation, the First Circuit considered the applicability of Sherman Act § 2 
claims against Sanofi’s listing of a “drive mechanism” patent for an insulin 
glargine injector pen.149 The court found that Sanofi improperly listed the 
patent, because the patent did not claim the drug under which it was 
submitted.150 The court also held that antitrust causation only required that the 
accused activity be a “substantial” cause of injury, and that it was possible that 
the automatic thirty-month stay on FDA approval of the generics had affected 
the course of the subsequent litigation.151 However, this was not in itself 
sufficient to demonstrate willful maintenance of Sanofi’s monopoly power, 
and the court remanded for further proceedings, placing the burden on Sanofi 
to demonstrate that its conduct was both reasonable and in good faith.152 The 
district court has not reached a decision on this point, as the case appears to 
still be ongoing.153 Lantus came very close to providing a concrete decision on 
whether improper listing, on its own, constitutes willful maintenance of 
monopoly power. However, the First Circuit did not definitively state that it 
would constitute antitrust liability or suggest how Sanofi might prove that it 
had acted in good faith.154 Thus, Lantus is instructive of what courts may 
decide, but is not definitive, and does not provide a good basis for antitrust 
regulation of Orange Book listings. 

III. IMPROPER LISTING CAN LEAD TO UNWARRANTED 
DELAYS IN NARROW CIRCUMSTANCES 

This Part will discuss viewpoints on whether improper Orange Book 
listings harm consumers, as consumer welfare has long been a motivating force 

 

 147. See id. 
 148. In re Warfarin Sodium Antitrust Litig., 212 F.R.D. 231 (D. Del. 2002). 
 149. Lantus, 950 F.3d at 7–10. 
 150. Id. 
 151. Id. at 14–15. 
 152. Id. at 13. 
 153. In re Lantus Direct Purchaser Antitrust Litig., No. 16-12652-LTS, 2024 U.S. Dist. 
LEXIS 205081 (D. Mass. Nov. 12, 2024) (denying a request to strike three rebuttal expert 
reports). 
 154. See Lantus, 950 F.3d at 13–15. 
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behind antitrust enforcement.155 Some studies on the Orange Book have 
indicated that improper listing as a general matter does not appear to cause 
harm to consumers. On the other hand, there are nevertheless acute cases, 
such as Teva Pharmaceuticals v. Amneal Pharmaceuticals, where intervenors, 
including the FTC, have observed that improper listings can have a negative 
impact on both consumers and industry competition.156 This difference in 
views on consumer harm indicates that antitrust mechanisms are not well 
suited to Orange Book listing regulation. Different courts could arrive at 
different conclusions about whether improper listing can be a component of 
an antitrust violation or even an antitrust violation in and of itself. If the 
differences resulted in a circuit split, industry would be forced to contend with 
inconsistent standards for listing behavior. In addition, not all improperly listed 
patents could be found and corrected through antitrust mechanisms. 
However, the existence of these acute cases also suggests that improper 
Orange Book listing should, in general, be addressed. 

A. STUDIES INDICATE THAT IMPROPER LISTING DOES NOT APPEAR TO 
HAVE NEGATIVE EFFECTS 

To date, studies analyzing the effect of Orange Book patent listing on 
consumers have not found indications that improper listing results in 
consumer harm. One Orange Book landscape study found that most drug 
products had no Orange Book patent listing at all, which suggests that 
improper listing rates are low because listing rates of patents are low, regardless 
of whether the drug products are patented.157 Another study examining the 
effect of patents on generic entry found that generic entry timing did not 
appear to be affected by the number or type of patents listed in the Orange 
Book under a given drug.158 Both landscape studies indicated that Orange 

 

 155. See Murat C. Mungan & John M. Yun, A Reputational View of Antitrust’s Consumer 
Welfare Standard, 61 HOUS. L. REV. 569 (2024) (noting that consumer welfare has guided 
antitrust agencies for the last 50 years and arguing against the push away from consumer 
welfare as a driving force). 
 156. Fed. Trade Comm’n’s Brief as Amicus Curiae at 28–29, Teva Branded Pharm. Prods. 
R&D v. Amneal Pharms. of N.Y., LLC, 736 F. Supp. 3d (D.N.J. 2024) (No. 23-20964). 
 157. Jonathan J. Darrow & Daniel C. Mai, An Orange Book Landscape: Drugs, Patents, and 
Generic Competition, 77 FOOD & DRUG L.J. 51, 56 (2022). 
 158. C. Scott Hemphill & Bhaven N. Sampat, Weak Patents Are a Weak Deterrent: Patent 
Portfolios, the Orange Book Listing Standard, and Generic Entry in Pharmaceuticals, NBER 14 (2011). 
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least the active ingredient identified in the application.”202 Finally, it concluded 
that a drug-device combination product being approved through an NDA 
does not make the device component a drug, affirming the lower court’s order 
to delist Teva’s contested inhaler patents.203 

Teva has brought antitrust actions against other pharmaceutical companies 
for improper listings, indicating that they also believe improper listings can 
damage competition in certain circumstances. In Teva Pharmaceuticals, Inc. v. 
Corcept Therapeutics, Inc., Teva brought an action against Corcept Therapeutics 
for “pervasive and highly damaging” antitrust violations in the mifepristone 
market.204 Teva alleged that Corcept subjectively understood that it had listed 
patents that did not directly read on Corcept’s brand-name drug, but still sued 
Teva for infringing the Corcept patents with Teva’s ANDA filing.205 Teva 
emphasized the subjective and knowing nature of Corcept’s improper listing.206 
At the time of this Note, the Northern District of California stated that the 
delay Teva suffered in launching its product due to Corcept’s fraudulent 
Orange Book listings was sufficient injury to survive a motion to dismiss.207  

Despite the results of the Darrow-Mai and Hemphill-Sampat studies, the 
two Teva cases imply that improper listings, while potentially rare, can have 
significant impact on consumers, and therefore should still be addressed. 
However, the uncertainty of the level of harm to consumers and competition 
suggests that antitrust may not be the optimal way to address the issue. 

IV. AGENCIES CANNOT INDIVIDUALLY MAINTAIN 
QUALITY LISTINGS, BUT COLLABORATION MAY 
IMPROVE INFORMATIONAL ACCESS 

The FDA, FTC, and USPTO are each unable to effectively limit improper 
Orange Book listings individually. The FTC has based its antitrust approach 
on unpredictable and inefficient mechanisms. In addition, private action under 
antitrust has not provided answers to the question of liability, as discussed 
above in Section II.E. This suggests that antitrust enforcement in general may 
not be the best way to address improper listings, as it is confined to 
questionably effective FTC action or private action in an area of unsettled case 

 

 202. Id. at 917. 
 203. Id. at 921–22. 
 204. Complaint at 1, Teva Pharms. Inc. v. Corcept Therapeutics, Inc., No. 3:24-cv-03567 
(June 13, 2024). 
 205. Id. at 2. 
 206. Id. 
 207. Teva Pharms. Inc. v. Corcept Therapeutics, Inc., No. 3:24-cv-03567, 2025 U.S. Dist. 
LEXIS 179609, at *37–38 (N.D. Cal. Sep. 12, 2025). 
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of the FTC Act, instead leaving the FTC to interpret the term.211 But Congress 
did not explicitly state in the statute that the FTC was responsible for defining 
the term.212 Administrative agencies are typically empowered through implied 
authorization and were offered deference based on this implied 
authorization.213 However, the new Loper Bright decision noted that courts used 
to only offer agencies deference when they are “specifically” granted power by 
Congress, and perhaps not even then.214 In the wake of Loper Bright, Congress’s 
choice not to explicitly grant the FTC definitional power under the FTC Act 
may make it more difficult for the FTC to persuade courts to accept its 
definitions. 

Prior to 2024, interpretation of an ambiguous statute would likely have 
fallen under the Chevron deference doctrine. Chevron deference originated in the 
Supreme Court case Chevron, U.S.A., Inc. v. Natural Resources Defense Council, 
Inc.215 The parties in the case disputed the Environmental Protection Agency’s 
interpretation of terms in the Clean Air Amendments of 1970.216 In Chevron, 
the Court set out a two-part test for courts reviewing agency constructions.217 
First, a court should determine if Congress has spoken directly on the issue, 
rendering the statute unambiguous.218 If Congress has not addressed the issue, 
and the statue is silent or ambiguous with regards to that issue, the court should 
merely evaluate whether the agency’s interpretation is a permissible 
construction of the statute.219 Under the Chevron doctrine, judges deferred to 
legitimate and reasonable policy choices made by those to whom Congress had 
delegated policymaking responsibilities.220 Under this standard, a court 
evaluating the FTC’s interpretation of § 5 of the FTC Act would only be 
allowed to decide if the FTC’s interpretation of the ambiguous phrase ‘unfair 
methods of competition’ was a permissible construction.221  

However, Loper Bright Enterprises v. Raimondo overturned the Chevron 
deference doctrine.222 In Loper Bright, the Supreme Court stated that agencies 
 

 211. 15 U.S.C. § 45(a)(2); see, e.g., S. REP. NO. 63-597, at 11, 13. 
 212. 15 U.S.C. § 45(a)(2). 
 213. See, e.g., id. (citing § 5 of the FTC Act as an example of implied authorization); 
Chevron, U.S.A., Inc. v. Nat. Res. Def. Council, Inc., 467 U.S. 837 (1984) (deferring to agency 
interpretations on the basis of implied or explicit authorization). 
 214. Loper Bright, 603 U.S. at 388 (quoting Gray v. Powell, 314 U.S. 402, 411 (1941)). 
 215. Chevron, 467 U.S. at 842, 865. 
 216. Id. at 845. 
 217. Id. at 842–43. 
 218. Id. 
 219. Id. 
 220. Id. at 865. 
 221. See id. at 842–43. 
 222. Loper Bright, 603 U.S. at 371, 376. 



JEUNG_FINALREAD_01-06-26 (DO NOT DELETE) 11/28/25 6:01 PM 

558 BERKELEY TECHNOLOGY LAW JOURNAL [Vol. 40:525 

 

“have no special competence in resolving statutory ambiguities” unlike courts, 
which are experienced in resolving interpretive issues in connection with a 
regulatory scheme.223 Furthermore, the Court held that “when the best reading 
of a statute is that it delegates discretionary authority to an agency, the role of 
the reviewing court . . . [is] to independently interpret the statute and effectuate 
the will of Congress . . . .”224 The Court explained that courts generally had 
been bypassing Chevron, and that the doctrine was “fundamentally misguided” 
and “unworkable.”225 Thus, it formally overruled Chevron, instead requiring 
fully independent review of agency interpretations of law by the courts when 
there is statutory ambiguity, even when there is reason to believe Congress 
delegated discretionary authority to an agency.226  

With this ruling, the FTC’s ability to apply § 5 of the FTC Act to new issues 
becomes less predictable. Congress explicitly chose not to define “unfair 
methods of competition,” so it is unclear whether improper listing would fall 
under a court’s definition of the term.227 Furthermore, courts may choose not 
to consider the legislative history of § 5 of the FTC Act, and Congress only 
stated its intent to have the FTC define the term in that legislative history, 
rather than in the statute itself.228 This means that Congress’s intent to give the 
FTC expertise-based discretionary authority may not influence the level of 
review actually applied to the agency’s statutory interpretations.  

On the other hand, by stating that the best reading of a statue may give an 
agency discretionary authority, the Court explicitly acknowledged that agencies 
can be granted a degree of authority by Congress.229 Additionally, the Court 
restated the Skidmore doctrine, which allows courts to give weight to an 
agency’s interpretation based on “the thoroughness evident in its 
consideration, the validity of its reasoning, its consistency with earlier and later 
pronouncements, and all those factors which give it power to persuade, if 
lacking power to control.”230 Because the Court overruled Chevron but retained 
Skidmore, it seems likely that the outcomes of challenges to agency 
interpretations will be unpredictable at best. 

 

 223. Id. at 400–01. 
 224. Id. at 371. 
 225. Id. at 374–75. 
 226. Id. at 371–75. 
 227. S. REP. NO. 63-597, at 13. 
 228. See id.; 15 U.S.C. § 45. 
 229. Loper Bright, 603 U.S. at 371. 
 230. Id. at 388 (quoting Skidmore v. Swift & Co., 323 U.S. 134, 140 (1944)). 
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particular strategy, because the FTC’s ability to remove improperly listed 
patents is limited by its capacity to challenge those listings under antitrust law.  

3. Joining Private Parties in Sherman Act Section 2 Actions Does Not Lead 
to Court Rulings on Improper Listing Antitrust Liability Due to Parties 
Choosing to Settle 

As observed in Lantus, Buspirone, Remeron, and Warfarin Sodium discussed 
above in Section II.E, brands and direct purchasers often settle by the time a 
court concludes that there is a possibility for antitrust liability under § 2 of the 
Sherman Act.244 This is not unexpected; private parties have limited financial 
capacity to engage in prolonged litigation and may reach a point where it is no 
longer beneficial to litigate instead of settling. While settlements themselves 
may be efficient, they are not instructive for parties not privy to the settlement 
agreement and, therefore, cannot help to guide drug innovators’ listing 
decisions. There is also no way to ensure a publicly visible, instructive court 
ruling on the antitrust liability of improper listings without private parties 
willing to continue to push the suit.  

If the FTC seeks to initiate an antitrust suit in a federal court to get a 
judicial ruling its own name, it has limited options. Its first option is to initiate 
an administrative proceeding under either § 5 of the FTC Act or § 21 of the 
Clayton Act.245 If the respondent disagrees with the FTC’s final decision, it can 
appeal the decision with any United States court of appeals where the act 
occurred or the respondent resides.246 Alternatively, the FTC may initiate a suit 
directly in the federal courts under § 13 of the FTC Act.247 Section 13(b) 
authorizes the FTC to seek preliminary and permanent injunctions when it 
believes a party is violating “any provision of law enforced by the Federal 
Trade Commission.”248 However, the FTC does not have statutory authority 
to enforce the Sherman Act, thus excluding the anti-monopoly laws of the 
Sherman Act from the scope of 13(b).249 While all violations of the Sherman 
Act also violate § 5 of the FTC Act, this does not allow the FTC to bring a suit 

 

 244. Lantus, 950 F.3d at 13–15; Buspirone, 185 F. Supp. 2d at 365–67; Remeron, 335 F. Supp. 
2d at 525–27, 532; Warfarin Sodium, 214 F.3d at 397–401. 
 245. 15 U.S.C. § 45(b); 15 U.S.C. § 21(b). 
 246. 15 U.S.C. § 45(c); 15 U.S.C. § 21(c). 
 247. 15 U.S.C. § 53(b). 
 248. Id. 
 249. See 15 U.S.C. § 21(b) (permitting the FTC to initiate actions under 15 U.S.C. §§ 13, 
14, 18, and 19––notably not including § 2, the illegal monopolization provision of the Sherman 
Act); 15 U.S.C. § 45(b) (permitting the FTC to initiate actions under the FTC Act). 
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under the Sherman Act.250 It must bring the action under § 5 of the FTC Act, 
which may now lead to unpredictable results. This means that it cannot bring 
an illegal monopolization claim on its own using § 13(b). If the agency must 
rely on private parties to engage in suits, it cannot prevent a case from settling 
just to obtain a judicial decision. 

4. Deterrence Strategies Alone May Not Be the Best Way to Approach 
Improper Listings 

Getting a final ruling from a court may not deter against improper listings. 
In theory, when the FTC wins a case, the win is supposed to deter further bad 
action in an industry, and when the agency loses a case, the loss should signal 
to Congress that antitrust law requires updates for the modern economy.251 
However, court cases may result in unexpected outcomes, and it is unclear 
whether the FTC’s attempts to deter behavior succeed. Losses may undermine 
the credibility of the FTC’s deterrence efforts in the eyes of those in industry; 
for example, the chief executive of the tech trade group Chamber of Progress 
stated that the court losses made the FTC’s threats “look more like a paper 
tiger.”252 Additionally, a ruling from a court case may set precedents that make 
it more difficult to pursue similar cases. In Ohio v. American Express Co., the 
U.S. government and several states sued American Express for anticompetitive 
behavior, and the Supreme Court established a precedent for evaluating “two 
sided” platforms during the market definition stage of antitrust cases.253 This 
standard was later applied in an airline merger case, resulting in a ruling against 
the government for failing to identify a proper relevant market.254  

Even when the FTC wins a case, the strength of the resulting deterrence 
effect is dependent in part on the probability of the FTC or other parties 
detecting violations and assumes that companies are cohesive rational actors, 

 

 250. See, e.g., Fed. Trade Comm’n v. Cement Inst., 333 U.S. 683, 689–93 (1948) (finding 
that the Commission has the power to conclude that conduct that may violate the Sherman 
Act also violates § 5 of the FTC Act). 
 251. David McCabe, Why Losing to Meta in Court May Still Be a Win for Regulators, N.Y. 
TIMES (Dec. 7, 2022), https://www.nytimes.com/2022/12/07/technology/meta-vr-
antitrust-ftc.html. 
 252. Cecilia Kang, F.T.C.’s Court Loss Raises Fresh Questions About Its Chair’s Strategy, N.Y. 
TIMES (July 11, 2023), https://www.nytimes.com/2023/07/11/technology/lina-khan-ftc-
strategy.html. 
 253. Ohio v. Am. Express Co., 585 U.S. 529, 545–47 (2018). 
 254. United States v. Sabre Corp., 452 F. Supp. 3d 97, 136–38 (D. Del. 2020) (vacated as 
moot); United States v. Sabre Corp., No. 20-167, 2020 WL 4915824 (3d Cir. 2020) (vacating 
because the parties terminated the acquisition, but expressing no opinion on the merits of the 
dispute or the district court’s decision). 
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rather than a group of corporate agents with potentially divergent interests.255 
The action of listing is entirely lawful in isolation. This means that detection 
rates for improper listings, whether knowingly or unknowingly made, are likely 
low. Additionally, given the complexity of this area of overlapping regulatory 
and patent law, even idealized, rational corporate agents may genuinely 
disagree on the best courses of action with regards to listing, reducing the 
overall potential for effective deterrence.256 

Although the FTC’s Orange Book listing policy is the basis for this Note, 
it may not be the most effective actor to address this issue. The Commission’s 
ability to pursue action under § 5 of the FTC Act may have been destabilized 
by Loper Bright, and as improper listing is not inherently unlawful, it could be 
difficult to convince a skeptical court that the practice constitutes an unfair 
method of competition. Individual challenges to patents are time-consuming 
and risk not addressing the problem in the long term, as they seem to be a 
weak deterrent to improper listing. The FTC also cannot pursue action under 
the Sherman Act alone, and private parties seem likely to settle rather than 
push for a final judicial decision on whether improper listing alone is an 
antitrust violation. In addition, while the political dynamics of the FTC are not 
a point of this Note, FTC policy and priorities often change with each 
administration, which makes it difficult to rely on for consistency in any one 
industry in the long term. Ultimately, antitrust enforcement through the FTC, 
or even in general, is likely a poor choice for controlling Orange Book listings. 

B. THE FDA HAS DISCLAIMED RESPONSIBILITY FOR ENSURING THE 
CORRECTNESS OF ORANGE BOOK LISTINGS 

Outside of antitrust, options for regulation by other individual agencies 
also appears limited. The FDA has disclaimed responsibility for patent listings 
in the Orange Book, and seems unwilling to provide clarification on its listing 
rules.257 When Hatch-Waxman was enacted, the FDA released a final rule on 
the patent issues raised by the Act, stating that the agency was “neither 
prepared nor required” to become involved in issues of sufficiency of notice 

 

 255. See Jack Bilmes & John Woodbury, Deterrence and Justice: Setting Civil Penalties in the 
Federal Trade Commission, 14 RSCH. L. & ECON. 191, 202–03 (1991) (discussing probability of 
detection as a factor in deterrence and the degree to which companies can be treated as rational 
actors); Jesse W. Markham Jr., The Failure of Corporate Governance Standards and Antitrust 
Compliance, 58 S.D. L. REV. 499, 508 (2013) (“[T]he first problem with the orthodoxy of 
antitrust deterrence is that it confuses the actor with the sanction bearer.”).  
 256. See supra Section II.D.2 for a discussion of the good-faith defense in highly regulated 
industries. 
 257. 59 Fed. Reg. 50342–43. 
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for patent enforcement,258 and the agency “does not have the expertise to 
review patent information.”259 The FDA has reiterated this position more 
recently, again disclaiming both expertise and authority, and when asked, 
declined to create further administrative processes for challenging a listed 
patent beyond the procedure already set out in the Hatch-Waxman Act.260  

The agency’s own statements demonstrate that it does not believe it is in a 
position to ensure compliance with the listing rules for the patents in the 
Orange Book. Not only has the FDA disclaimed the expertise and authority 
to review patent information, it is also already a fairly busy organization and 
has been criticized for inefficiency in other studies.261 Adding significant 
additional responsibilities onto what appears to be an already overburdened 
agency would not be productive. 

Despite this, both Congress and private organizations have made efforts 
to get the FDA to clarify its rules on patent listings. The FDA and the 
pharmaceutical industry have engaged in repeated discussion via Federal 
Register public dockets over multiple years.262 Additionally, Congress created 
the Orange Book Transparency Act (OBTA), which required the FDA to 
collect and present public comments on what kinds of patents should be listed 
in the Orange Book.263 In the agency’s responding report to Congress, it stated 
that it had received a variety of “different and sometimes competing views” 
on the types of patent information that should be included in the Orange 
 

 258. 59 Fed. Reg. 50342. 
 259. 59 Fed. Reg. 50343. 
 260. 68 Fed. Reg. 36683. 
 261. U.S. GOV’T ACCOUNTABILITY OFF., PRESCRIPTION DRUGS FDA’S OVERSIGHT OF 
THE PROMOTION OF DRUGS FOR OFF-LABEL USES 19 (2008), https://www.gao.gov/assets/
gao-08-835.pdf [https://perma.cc/Z4VL-WU9S] (taking the FDA 7 months between finding 
a violation and sending a notice); Daniel R. Levinson, Memorandum, Early Alert: The Food and 
Drug Administration Does Not Have an Efficient and Effective Food Recall Initiation Process, OFF. OF 
INSPECTOR GENERAL 2–3 (June 8, 2016), https://oig.hhs.gov/oas/reports/region1/
11501500.pdf [https://perma.cc/38TZ-2G5X] (explaining that FDA is slow to respond to 
unsafe foods because it has no policies for making sure voluntary food recalls happened 
promptly, and no timelines are given to companies on notice); Bradley Merrill Thompson, 
Unpacking Averages: FDA’s Extraordinary Delay in Resolving Citizen Petitions, EPSTEIN BECKER 
GREEN (Oct. 3, 2023), https://www.healthlawadvisor.com/unpacking-averages-fdas-
extraordinary-delay-in-resolving-citizen-petitions [https://perma.cc/KM7H-GXDL] (noting 
that citizen petitions remain unanswered far past the 180-day statutory requirement). But see 
Nicholas S. Downing, Jenerius Aminawung, Nilay D. Shah, Joel B. Braunstein, Harlan M. 
Krumholz & Joseph S. Ross, Regulatory Review of Novel Therapeutics––Comparison of Three Regulatory 
Agencies, 366 N. ENG. J. MED. 2284 (2012) (noting that the FDA is actually faster in drug 
approvals than its European and Canadian counterparts). 
 262. See, e.g., 68 Fed. Reg. 36680 (released in 2003); 85 Fed. Reg. 33169 (opened for 
discussion in 2020). 
 263. Orange Book Transparency Act (OBTA), Pub. L. 116-290 § 2(e)–(f). 
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Book.264 The FDA committed to making a multidisciplinary working group 
inside the agency to decide whether further clarification is needed, and chose 
to wait for the Government Accountability Office (GAO)’s OBTA report 
surveying the law scholars and the pharmaceutical industry before taking any 
further action.265 

According to said GAO report, the FDA informed the GAO that it did 
not have enough information to evaluate how device-related patent listings 
affect generic entry, and that it does not track device-related patents separately 
for drug-device combination products.266 The FDA also repeated that it was 
not responsible for analyzing device-related patent listings.267 The stakeholders 
interviewed by the GAO were split on whether the FDA’s current ministerial 
role in publishing patent listings was appropriate.268 Six stakeholders found the 
FDA’s role appropriate as it is, noting that the FDA lacks either the resources, 
expertise, or authority to review patents.269 Seven others believed the FDA 
should take a more active role in enforcing the accuracy of patent listings by 
requesting clarification from the brand name sponsors or working with the 
USPTO.270 When the GAO asked the FDA about the status of its workgroup 
in December 2022, the FDA had not determined which specific issues the 
workgroup would be examining, and had not even selected the workgroup’s 
members.271 It is unclear if there has been any progress since then. Any ruling 
the FDA could make to expand or narrow listing rules would be unsatisfactory 
to at least some parties within the industry and would likely be challenged by 
various pharmaceutical companies. Furthermore, the FDA is likely correct to 
say that it lacks the authority to scrutinize patents, as issues of patent validity 
and claim interpretation are the purview of the USPTO.272 When regulating a 
divided industry without clear answers on this issue, it may be logical for the 
FDA to avoid pushing the limits of its jurisdiction.  

 

 264. U.S. FOOD & DRUG ADMIN., THE LISTING OF PATENT INFORMATION IN THE 
ORANGE BOOK 24 (2020). 
 265. Id. 
 266. U.S. GOV’T ACCOUNTABILITY OFF., GAO-23-105477, GENERIC DRUGS: 
STAKEHOLDER VIEWS ON IMPROVING FDA’S INFORMATION ON PATENTS 19 (2023). 
 267. Id. 
 268. Id. at 23–24. 
 269. Id. 
 270. Id. at 24. 
 271. Id. at 27. 
 272. 35 U.S.C. § 2(a) (granting the USPTO the power to grant and issue patents); 35 
U.S.C. §§ 100–105 (outlining the conditions for patentability followed by the USPTO). 
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C. LIMITING IMPROPER LISTINGS IN THE ORANGE BOOK IS OUT OF 
THE USPTO’S SCOPE OF AUTHORITY 

The USPTO is responsible for issuing patents and determining their 
validity, including those that are eventually listed in the Orange Book.273 
However, it may not have the authority to handle issues of FDA Orange Book 
listing rules alone. The USPTO has the authority to issue patents and 
trademarks.274 As part of that process, it must determine if a valid patent can 
be granted for an invention. In contrast to the USPTO’s scope of authority, 
the task of screening and removing improper Orange Book listings is not a 
matter of patent validity, but of categorization. For example, device patents 
listed in connection with a drug product may be valid patents and still be 
improperly listed.275  

Furthermore, it does not seem that there is a problem with the actual 
validity of Orange Book-listed patents. A 2021 study of all ANDA-filing patent 
litigations between 2000 and 2018 found an invalidation rate of 26 percent, 
which the authors, professors Mark Lemley and S. Sean Tu described as “well 
below” the general patent invalidation rate of 43 percent.276 However, they also 
pointed out that most litigated Orange Book patents were “follow-on” patents 
that claimed minor changes or new uses, and such secondary patents were 
somewhat more likely to be invalidated.277 While the authors made a good case 
that the USPTO should subject patents to be listed in the Orange Book to a 
higher level of scrutiny,278 discussing patenting procedures in detail is out of 
scope for this Note, and the validity of pharmaceutical patents does not appear 
to be lower than any other category of patent based on their data.279  

Determining the validity of a patent is one of the USPTO’s jobs.280 
However, it cannot require patent holders to disclose their intent to list a 
patent in the Orange Book and ask for explicit FDA-listing categorization, as 
 

 273. 35 U.S.C. § 2(a). 
 274. Id. 
 275. See Lantus, 950 F.3d at 8 (holding that device patents which do not claim a reference 
listed drug should not be listed in the Orange Book); Amneal, 124 F.4th at 917 (holding that a 
listed patent must claim the active ingredient for the drug under which it is listed). In both 
cases, a device patent which does not claim the active ingredient or the reference listed drug 
would be improperly listed could still be a valid patent. 
 276. S. Sean Tu & Mark A. Lemley, What Litigators Can Teach the Patent Office About 
Pharmaceutical Patents, 99 WASH. U. L. REV. 1673, 1689–90 (2022). 
 277. Id. at 1691–92. 
 278. Id. at 1708–12 (suggesting (1) Orange Book-listed patents should be subject to higher 
scrutiny at examination than the average patent because they are litigated at higher rates; and 
(2) changes to the examination process to encourage that additional scrutiny). 
 279. Id. at 1689–90. 
 280. See 35 U.S.C. § 2. 
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that is not within the listed powers of the USPTO.281 Even if it did have the 
power to compel patent applicants to disclose their intent to list a patent in the 
Orange Book, a rule requiring disclosure would likely be unenforceable. It 
would be nearly impossible to distinguish between patent holders who chose 
not to disclose despite knowing the rule, and patent holders who did not 
initially plan to list their patent in the Orange Book but had reason to do so 
later. Examining the USPTO in isolation, it seems that ensuring Orange Book 
listing rule compliance is unlikely to be within its scope of duties. 

D. THE FDA AND USPTO SHOULD COLLABORATE TO INCREASE THE 
AVAILABILITY OF PATENT CATEGORIZATION INFORMATION 

Rather than employing antitrust enforcement, or having a single agency 
attempt to fix the issue of improper Orange Book listings, it is more helpful to 
increase the amount of patent information available to generic manufacturers 
when deciding whether to create a generic drug. When a patent is listed in the 
Orange Book in association with a drug product, but does not claim that drug’s 
active ingredient, it is a clear violation of the FDA’s listing rules under the Teva 
v. Amneal decision.282 However, it is not always clear from an Orange Book 
listing when a listed patent is unlikely to claim a drug’s active ingredient, and 
therefore be an improper listing. In such cases, increasing informational access 
about Orange Book listed patents could increase generic and brand 
manufacturers’ decision-making efficiency. Helping brand manufacturers 
decide which listed patents to concede or litigate and helping generic 
manufacturers decide which patents to challenge can reduce overall 
transactional costs.  

The FDA and USPTO have already indicated an interest in working 
together to reduce patenting of incremental or obvious changes to drugs, but 
they have not yet committed to any action.283 The most efficient way to reduce 
improper listings would be to require brand manufacturers to inform the 
USPTO when they intend to submit a patent for Orange Book listing after 
approval, and have the USPTO classify the patent at approval. The USPTO 
could classify the patents within the FDA’s listing categories or alert the brand 

 

 281. Id. 
 282. See Amneal, 124 F.4th at 917–19 (holding that a patent listed in the Orange Book 
must claim the active ingredient of the application it is listed under). 
 283. Letter from Janet Woodcock, Comm’r of Food & Drugs, to Andrew Hirschfeld, 
Performing the Functions and Duties of the Under Sec’y Com. for Intell. Prop. & Dir. of 
USPTO, at 3–4 (Sep. 10, 2021) (discussing collaboration on drug patent issues with the 
USPTO); Letter from Katherine K. Vidal, Under Sec’y Com. for Intell. Prop. & Dir. of 
USPTO, to Robert M. Califf, Comm’r of Food & Drugs, at 3–4 (July 6, 2022) (USPTO 
responding to the FDA). 
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manufacturer that the patent does not fall within the FDA’s listing rules. The 
USPTO already classifies patents when they are approved to make it easier to 
determine the novelty of inventions for which patent applications are filed.284 
Categorization according to the FDA’s rules would in theory be a very similar 
process, but as discussed, supra, in Section IV.B, the USPTO’s scope of 
authority is limited to determining the validity of a patent.285 The agency’s 
ability to interfere in categorizations occurring at the FDA, even with the 
FDA’s approval, would be limited unless Congress intervenes to expand the 
USPTO’s authority.  

Operating within the scope of the current legal framework and agency 
roles, the FDA could collect the patent classifications that the USPTO already 
creates during the patent approval process. The USPTO currently classifies 
patent documents into specific technology groupings.286 An increase in the 
available information about the classification of patents listed in the Orange 
Book under an NDA could give generic manufacturers more information 
about which patents are worth challenging and how likely they are to succeed 
in a Hatch-Waxman litigation. The USPTO’s existing classifications provide 
information that could be useful if explicitly presented alongside Orange Book 
patent listings. 

Lantus, discussed, supra, in Section II.E.2 and Teva v. Amneal, discussed, 
supra, in Section III.B are both good examples of the type of non-fraudulent 
but improper listing that this Note seeks to address. Thus, they are good 
examples of the kinds of patents where it might be useful to have the USPTO 
classifications at hand for a generic manufacturer conducting research in the 
Orange Book. The patent at issue in Lantus was Patent No. 8,556,864.287 The 
USPTO classified the patent as a USPC 604/207.000.288 604 is the category for 
surgery, and 207 is the subcategory for “having means for metering material 
flow to or from body.”289 One of the patents at issue in Teva v. Amneal was 
Patent No. 8,132,712.290 The USPTO classified that patent under 235/
 

 284. 35 U.S.C. § 8. 
 285. See 35 U.S.C. § 2. 
 286. U.S. PAT. & TRADEMARK OFF. (USPTO), Patent Classification, https://
www.uspto.gov/patents/search/classification-standards-and-development [https://
perma.cc/5K6D-B7AH] (last visited Dec. 18, 2024). 
 287. Lantus, 950 F.3d at 5. 
 288. U.S. Patent No. 8,556,864 (filed Mar. 20, 2011). The USPC system is used in this 
Note because many of the patents discussed herein were issued prior to the adoption of the 
CPC in 2013. 
 289. U.S. PAT. & TRADEMARK OFF., CLASSIFICATION RESOURCES: CLASS 604, SURGERY, 
https://www.uspto.gov/web/patents/classification/uspc604/defs604.htm#C604S207000 
(last visited Feb. 2, 2025). 
 290. Teva v. Amneal, 736 F. Supp. 3d 227, at *2 (D.N.J. 2024) (No. 23-20964). 
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091.00R, which is the category for registers, in the subclass of operating 
devices.291 In contrast, the drug Descovy has an NDA which is associated with 
a current, unexpired patent listed in the Orange Book that claims the drug 
substance and a method of use.292 This patent, Patent No. 8,754,065 is 
classified as a 514/081.000, or a drug, bio-affecting and body treating 
composition.293 Table 1 contains the full list of patents which were still being 
contested on appeal in the Lantus and Teva v. Amneal cases, along with their 
USPTO categorizations. This data set is limited to Lantus and Teva v. Amneal, 
as these are the only cases discussed in this Note where there was no allegation 
that the patent at issue may have been fraudulently obtained. The data 
illustrates that the improperly listed types of patents this Note aims to address 
are classified in ways that do not link them clearly to a drug substance. 

 
Table 1: Non-Fraudulent Patents for Which the Listing Was Contested at the 

Appellate Level.  

Case Patent No. USPC Classification No. Classification Name 
Lantus 8,556,864 604/207.000 Surgery/ means for introducing 

or removing material from body 
for therapeutic purposes 

Amneal 8,132,712 235/091.00R Registers/operating devices 
Amneal 9,463,289 235/008.000 Registers/key set 
Amneal 9,808,587 235/008.000 Registers/key set 
Amneal 10,561,808 235/008.000* Registers/key set 
Amneal 11,395,889 128/203.120* Surgery/means for mixing 

treating agent with respiratory gas 
*Note that the USPC numbers on these patents are only provided in the 

Related U.S. Application Section under field of classification search. 
 

 While the Orange Book lists the patents it receives as drug substance or 
drug product patents, it does not currently list the patent categorizations that 
the USPTO creates for approved patents.294 However, it could aid both brand 
 

 291. U.S. Patent No. 8,132,712 (filed Sep. 23, 2009); U.S. PAT. & TRADEMARK OFF., 
CLASSIFICATION RESOURCES: CLASS 235, REGISTERS, https://www.uspto.gov/web/patents/
classification/uspc235/defs235.htm#C235S091000 (last visited Dec. 18, 2024). 
 292. FOOD & DRUG ADMIN., Orange Book: Approved Drug Products with Therapeutic 
Equivalence Evaluations, https://www.accessdata.fda.gov/scripts/cder/ob/
patent_info.cfm?Product_No=001&Appl_No=208215&Appl_type=N (last visited Dec. 18, 
2024). 
 293. U.S. Patent No. 8,754,065 (filed Aug. 15, 2012); U.S. PAT. & TRADEMARK OFF., 
CLASSIFICATION RESOURCES: CLASS 514, DRUG, BIO-AFFECTING AND BODY TREATING 
COMPOSITIONS, https://www.uspto.gov/web/patents/classification/uspc514/
sched514.htm (last visited Dec. 18, 2024). 
 294. See generally ORANGE BOOK, at Addendum. 
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and generic manufacturers to have those categorizations readily available in 
Orange Book listings. With additional categorization information, a generic 
manufacturer would be able to easily see that some drug products are only 
covered by nondrug composition patents in classifications that are frequently 
delisted by courts. Generic manufacturers could decide how likely they are to 
succeed in a Paragraph IV certification or eventual Hatch-Waxman litigation 
challenge more efficiently. Conversely, over time, brand manufacturers could 
observe which categories of Orange Book listed patents are likely to hold up 
in cases where courts might consider giving delisting orders. They would then 
be better equipped to decide which Orange Book listed patents would be 
worth litigating and which listings a court would be likely to remove based on 
which classes of patents survive challenges for improper listing. While this 
increase in informational access would not prevent improper Orange Book 
listing, it could make the system slightly more efficient.  

To collect this information, the FDA would simply need to add the patent 
categorization code and categorization title to the information it collects with 
NDA and ANDA filings.295 This would be a purely ministerial change to the 
FDA’s Orange Book patent information collection form 3542a, which the 
FDA has the authority to make. Ultimately, any increase in informational 
access has the potential to make the Hatch-Waxman system more efficient. 
More information could decrease the transactional costs associated with the 
research generics need to do to decide which generic drugs to make, and 
potentially increase the number of generic drugs on the market. 

V. CONCLUSION 

Patent listings in the Orange Book have the potential to be either useful or 
detrimental to generic manufacturers. It provides notice of protected 
intellectual property, but also can result in improper stays on the approval of 
generic drugs, and generic entry delay may result in reduced industry 
competition and harm to consumers. Despite initiating additional scrutiny of 
Orange Book listed patents, the FTC may not be the ideal agency to handle 
the issue of improper listings, and antitrust in general may not be a practical 
enforcement method in this area. The FTC’s ability to define unfair methods 
of competition may now be less consistent across circuits, and thus it cannot 
leverage its authority to discourage potential improper listing as easily. In 
addition, the processes the FTC is using to clean up the Orange Book are time-

 

 295. See 21 U.S.C. § 355(b)(1)(A) (requiring NDA applicants to submit patent 
information); FOOD & DRUG ADMIN., FORM 3542A (which does not require classification 
information). 
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consuming, and the effort of its staff may be better spent on other issues. On 
the other side, private monopoly suits are forced to rely on an unsettled area 
of case law.  

Instead, the problem of improper listing would be better addressed by an 
increase in informational access within the Orange Book’s listings. The FDA 
should include the USPTO’s pre-existing categorizations in the patent 
information listed in the Orange Book to increase the decision-making ability 
of generic manufacturers seeking to make new generic versions of drug 
products. Although the Federal Circuit has clarified that patents must claim 
the drug substance in the associated NDA to qualify for Orange Book listing, 
courts should continue to support efforts to remove improper listings. Courts 
could reinforce this cleanup effort by holding that improper listings serve as 
evidence of antitrust violations absent a showing of good faith. 
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I. INTRODUCTION 

America continues to be at the forefront of innovation, pioneering new 
technological and scientific inventions throughout its history. Indeed, 
America’s innovative drive is heavily bolstered by its robust patent system, 
which was established by Congress to “promote the Progress of Science and 
useful Arts,” as mandated by the Constitution.1 But critical to maintaining this 
patent system is an equally robust litigation system to balance promoting 
innovation and defending already established intellectual property. 

Congress has long recognized the patent system’s role in encouraging 
innovation, and, in 2011, passed the America Invents Act (AIA)2 to further 
improve patent issuance and litigation.3 In particular, the AIA established the 
Patent Trials and Appeals Board (PTAB) within the United States Patent and 
Trademark Office (USPTO).4 Congress intended for the PTAB to serve as a 
cost-efficient alternative to the “excessively expensive” district court litigation 
process by providing an adjudicative process to reexamine the validity of 
granted patents.5 But when the resulting post-AIA patent litigation system 

 

 1. U.S. CONST. art. I, § 8, cl. 8. 
 2. Leahy-Smith America Invents Act, Pub. L. No. 112-29, 125 Stat. 284 (2011). 
 3. Id. 
 4. Id. 
 5. Patent Quality Improvement: Post-Grant Opposition: Hearing Before the Subcomm. on Courts, 
the Internet, and Intellectual Prop. of the H. Comm. on the Judiciary, 108th Cong. 29 (2004) (statement 
of Michael Kirk, Executive Director, AIPLA). 
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allows for a court to hold that a party has infringed a patent that the PTAB has 
already invalidated, that does not follow with Congress’s intent or the 
Constitution’s mandate to promote the Progress of the useful Arts.  

The current post-AIA patent litigation system often involves two parallel 
proceedings in which parties to a case may opt to simultaneously litigate certain 
causes of action before the PTAB and others in district court. This parallel 
system arises primarily because the PTAB’s primary reexamination proceeding, 
the inter partes review (IPR), is a litigative process limited only to the technical 
aspects of a patent’s validity.6 However, collateral estoppel doctrine, which 
prevents parties from relitigating issues that courts have already ruled on, is 
insufficient in reconciling cases where a district court and an adjudicative 
administrative agency issue differing rulings in parallel. In the Federal Circuit’s 
recent decision in United Therapeutics Corp. v. Liquidia Technologies, Inc., the court 
held that PTAB decisions lack collateral estoppel effect until affirmed on 
appeal.7 As a result of this decision, the district court held Liquidia liable for 
infringing a patent that the PTAB had found to be invalid.8 This decision 
leaves future litigating parties uncertain as to whether they may fully rely on 
PTAB litigation as an alternative to district court litigation, which contradicts 
Congress’s intent in passing the AIA.  

This Note explores a combination of reforms to resolve this uncertainty 
surrounding the efficacy of PTAB litigation. In particular, this Note proposes 
amending the Federal Circuit’s Rules of Practice to safeguard future parties 
from potentially confusing outcomes like the one Liquidia faced, and 
advocates for legislative reform in Congress to stress that rulings from 
administrative agencies such as the PTAB should have a collateral estoppel 
effect similar to that of district court decisions.  

Part II of this Note provides background on the history of the 
administrative reexamination process for patents and the legal framework of 
collateral estoppel in the context of administrative agencies. Part III discusses 
United Therapeutics in detail, including its ramifications on the current patent 
litigation system. Part IV proposes a solution to the collateral estoppel issue 
raised in the wake of United Therapeutics. Part V briefly concludes. 

 

 6. See 35 U.S.C. § 311. 
 7. United Therapeutics Corp. v. Liquidia Techs., Inc., 74 F.4th 1360, 1363 (Fed. Cir. 
2023) [hereinafter United Therapeutics]. 
 8. United Therapeutics Corp. v. Liquidia Techs., Inc., 2023 WL 8794633, at *1 (Fed. 
Cir. Dec. 20, 2023). 
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II. THE EVOLUTION OF PARALLEL PATENT LITIGATION 
DOCTRINE 

Accused patent infringers commonly assert both a defense of non-
infringement and a separate defense of invalidity. Defendants claiming an 
invalidity defense, which is at issue in United Therapeutics, argue that the asserted 
patent is not valid and, therefore, could not have been enforceable in the first 
place. 9  While non-infringement causes of action remain in district court, 
invalidity causes of action may be split between different forums, even within 
the same pending case.10 In particular, the PTAB can only hear arguments 
regarding a patent’s validity based on its technical aspects in comparison to the 
prior art (i.e., anticipation and obviousness), whereas district courts can hear 
any invalidity cause of action, including anticipation and obviousness. 11 
Consequently, multiple venues may simultaneously hear arguments about 
certain aspects of a single patent’s validity—this is known as parallel litigation.12 

Because Congress established the PTAB to relieve the burden on district 
courts and provide parties with a more cost-efficient alternative for challenging 
a patent’s validity, incentives are in place to encourage PTAB litigation, such 
as a lower standard of review or a defined timeline of twelve to eighteen 
months to issue a final written decision.13 As a result, parallel patent litigation 
has increased post-AIA, raising a key issue: What happens when both venues 
rule in the same timeframe with opposing outcomes? This Part describes the 
history of reexamination proceedings in the USPTO and explores the legal 
background of how courts have previously applied collateral estoppel to 
administrative proceedings, including PTAB proceedings. 

Section II.A includes the evolution of reexamination proceedings in the 
USPTO, including the significant overhaul introduced in the America Invents 
Act (AIA). Section II.B discusses how courts define the relationship between 
 

 9. See generally MaxLinear, Inc. v. CF CRESPE LLC, 880 F.3d 1373, 1376 (Fed. Cir. 
2018) (“[A] judgment of invalidity in one patent action renders the patent invalid in any later 
actions based on the same patent.” (internal quotations omitted)). 
 10. See generally Drink Tanks Corp. v. Growlerworks, Inc., No. 3:16-cv-410-SI, 2016 WL 
3844209, at *2 (D. Or. July 15, 2016) (considering whether to stay district court proceedings 
while a parallel IPR for the same patent was being decided in the PTAB); Surfcast, Inc. v. 
Microsoft Corp., No. 2:12-cv-333-JDL, 2014 WL 6388489, at *2 (D. Me. Nov. 14, 2014) 
(same). 
 11. See 35 U.S.C. § 311. 
 12. Jason E. Stach & Benjamin A. Saidman, Maximizing the Likelihood of a Litigation Stay 
Pending Inter Partes Review, FINNEGAN (Sep./Oct. 2016), https://www.finnegan.com/en/
insights/articles/maximizing-the-likelihood-of-a-litigation-stay-pending-inter.html (“IPRs 
often occur in parallel with district court patent litigation on the same patent . . . .”). 
 13. Joe Matal, A Guide to the Legislative History of the America Invents Act: Part II of II, 21 
FED. CIR. B.J. 539, 627; see 35 U.S.C. § 316(a)(11), (e). 
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efficient and streamlined patent system” that would increase patent quality 
while limiting “unnecessary and counterproductive litigation costs.”22 As such, 
the AIA codified inter partes review (IPR) and established the PTAB within the 
USPTO to oversee this process.23  

In particular, an IPR petitioner may only seek to cancel a patent’s claims 
on the grounds that a patent should have been anticipated by the prior art or 
should have been obvious to a person of ordinary skill in the art in light of the 
prior art.24 But this is only a portion of all invalidity proceedings a party may 
bring in a patent litigation suit in district court.  

As described in 35 U.S.C. § 101, a valid patent must satisfy all of the 
“conditions and requirements” of Title 35 (i.e., novelty, nonobviousness, 
adequate disclosure, and written description, etc.).25 A patent claim that fails 
the validity analysis under just one of these sections is rendered wholly invalid. 
Therefore, to fully assess a patent’s validity, all invalidity arguments must be 
considered. Since IPR proceedings are limited to evaluating invalidity claims 
under § 102 (anticipation) and § 103 (obviousness), they cannot wholly address 
a patent’s validity.26  

Under 35 U.S.C. § 318(a), the PTAB is required to issue a “Final Written 
Decision” (FWD) with respect to the “patentability of any patent claim 
challenged” in an IPR (or ex parte) proceeding.27 PTAB FWDs can be directly 
appealed to the Court of Appeals for the Federal Circuit.28 For any patent 
claims held to be unpatentable in a PTAB FWD, 35 U.S.C. § 318(b) requires 
that the Director of the USPTO “issue and publish a certificate canceling any 
[such] claim[s].”29 

A question arises from § 318(a) and § 318(b): When exactly is a PTAB 
decision final? Is the decision final when the FWD is issued by the PTAB, or 
when the USPTO Director cancels the claims? In 2020, the Federal Circuit 
definitively answered this question in Sec. People, Inc. v. Iancu, holding that the 
agency’s decision-making process in an IPR “is complete after issuance of the 
final written decision.” 30  The Federal Circuit ultimately reasoned that the 
certificate of cancellation mandated by 35 U.S.C. § 318(b) is “irrelevant to the 
 

 22. Id. at 40. 
 23. 35 U.S.C. §§ 311–318. 
 24. 35 U.S.C. § 311(b) (noting that “section[s] 102 or 103” refer to the anticipation and 
obviousness statues, respectively). 
 25. 35 U.S.C. § 101. 
 26. 35 U.S.C. § 311(b). 
 27. 35 U.S.C. § 318(a). 
 28. 35 U.S.C. § 141. 
 29. 35 U.S.C. § 318(b). 
 30. Sec. People, Inc. v. Iancu, 971 F.3d 1355, 1361 (Fed. Cir. 2020). 
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institution.38 This timeline is much more predictable and well-defined than the 
timeline in district courts, which have discretion to move at their own pace.39 

Since 2019, an average of roughly 1,200 IPR petitions have been filed 
yearly.40 Of these petitioners, “about 80% or higher” have been sued in parallel 
by patent owners in another venue.41 Thus, PTAB litigation (and subsequently, 
parallel litigation) is a popular choice for defendants in district court 
proceedings.  

B. HOW INVALIDITY AFFECTS INFRINGEMENT IN PATENT LITIGATION 

Although the PTAB only reexamines a subset of patent validity actions 
and does not consider infringement actions at all, it still has a critical influence 
in patent litigation outcomes. A party sued for infringing a patent can 
completely avoid liability (whether they actually infringed or not) by proving 
that the asserted patent is invalid. 

The Supreme Court emphasized this point in its 2015 decision in Commil 
USA, LLC v. Cisco Systems, Inc., holding that when an act “would have been an 
infringement or an inducement to infringe pertains to a patent that is shown to 
be invalid, there is no patent to be infringed.”42 The Court repeatedly underscored 
that holding a patent invalid ultimately overrides whatever decision is reached 
in infringement proceedings and implied that a patent’s validity should be 
decided before an infringement judgment is made.43 

The Supreme Court then detailed the “various proper ways” to obtain a 
ruling of invalidity, with one of them being that the accused party “can seek 
inter partes review at the Patent Trial and Appeal Board and receive a decision 
as to validity.”44 If the accused infringer “is successful, he will be immune from 
liability.”45 However, Commil does not address parallel proceedings or what 
happens if an administrative agency (e.g., the PTAB) and a district court issue 
differing decisions on patent invalidity.  

 

 38. 35 U.S.C. § 316(a)(11). 
 39. FED. R. CIV. P. 40 advisory committee’s notes to 2007 amendment (“The best 
methods for scheduling trials depend on local conditions. . . . It is not useful to limit or dictate 
the provisions of local rules.”). 
 40. U.S. PAT. & TRADEMARK OFF., PTAB TRIAL STATISTICS FY23 END OF YEAR 
OUTCOME ROUNDUP (2023). 
 41. U.S. PAT. & TRADEMARK OFF., PATENT TRIAL AND APPEAL BOARD PARALLEL 
LITIGATION STUDY (2022).  
 42. Commil USA, LLC v. Cisco Sys., 575 U.S. 632, 644 (2015) (emphases added). 
 43. Id. at 645. 
 44. Id. 
 45. Id. 
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C. COLLATERAL ESTOPPEL AND ITS APPLICATION TO ADMINISTRATIVE 
AGENCY DECISIONS 

Collateral estoppel (i.e., issue preclusion) is a judicial doctrine that prevents 
multiple claims from being brought on a singular issue once the issue has been 
litigated. The Restatement (Second) of Judgments, Section 27 provides the 
definition of collateral estoppel as follows: 

When an issue of fact or law is actually litigated and determined by 
a valid and final judgment, and the determination is essential to the 
judgment, the determination is conclusive in a subsequent action 
between the parties, whether on the same or a different claim.46 

The Supreme Court has similarly long recognized that “the determination 
of a question directly involved in one action is conclusive as to that question 
in a second suit.”47 The Court iterated that the purpose of collateral estoppel 
was to protect against “the expense and vexation attending multiple lawsuits, 
conserv[ing] judicial resources, and foster[ing] reliance on judicial action by 
minimizing the possibility of inconsistent decisions.”48 

This Section begins by analyzing the Supreme Court’s 2015 decision in B 
& B Hardware, Inc. v. Hargis Industries, Inc., where the Court held that 
administrative agency decisions can have collateral estoppel effect. 49  This 
Section then explores how the Federal Circuit has applied collateral estoppel 
with respect to the PTAB and discusses how current collateral estoppel 
doctrine is inadequate in addressing the challenges posed by the parallel patent 
litigation system. 

1. B & B Hardware  

In 2015, the Supreme Court held in B & B Hardware, Inc. that collateral 
estoppel is “not limited to those situations in which the same issue is before 
two courts.”50 Here, Hargis attempted to register its trademark SEALTITE in 
the USPTO, but B & B Hardware opposed the registration before the 
Trademark Trial and Appeal Board (TTAB), arguing that it was too similar to 
its SEALTIGHT mark.51 B & B Hardware then sued Hargis in district court, 
alleging, in parallel to the TTAB proceedings, that Hargis’s use of SEALTITE 
amounted to trademark infringement of the SEALTIGHT mark.52 In both 
 

 46. RESTATEMENT (SECOND) OF JUDGMENTS § 27 (A.L.I. 1980).  
 47. Cromwell v. Cnty. of Sac, 94 U.S. 351, 354 (1877). 
 48. Montana v. United States, 440 U.S. 147, 153–54 (1979). 
 49. B & B Hardware Inc., 575 U.S. 138, 148 (2015). 
 50. Id.  
 51. Id. at 141. 
 52. Id. 
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proceedings, the tribunals considered whether a “likelihood of confusion” 
existed between the two marks as the legal standard.53 So when the TTAB held 
that there was a likelihood of confusion and denied Hargis’s registration, B & 
B Hardware argued to the district court that the TTAB’s decision precluded 
Hargis from contesting likelihood of confusion in the then-pending district 
court litigation.54  

The Supreme Court held that the TTAB’s decision did have collateral 
estoppel effect, despite the two tribunals considering different factors when 
evaluating likelihood of confusion. 55  The Supreme Court referred to the 
Restatement (Second) of Judgments, Section 27, to define the ordinary 
elements of issue preclusion.56  

In its reasoning, the Court addressed administrative agencies generally, 
even though the case pertained only to the TTAB. The Court reiterated its 
“longstanding view” that when an “administrative agency . . . act[s] in a judicial 
capacity and resolves disputed issues of fact properly before it,” courts have 
“not hesitated to apply res judicata to enforce repose.”57 The Court stressed that 
“our precedent holds that the Seventh Amendment [providing the right to a 
jury trial] does not strip competent tribunals of the power to issue judgments 
with preclusive effect.”58 So long as the “ordinary elements of issue preclusion 
are met,” courts should give preclusive effect to administrative agency 
decisions.59  If the facts presented to the agency and the federal court are 
materially the same, and the other requirements of collateral estoppel are 
satisfied, “[i]ssue preclusion is available unless it is ‘evident’ [] that Congress 
does not want it.”60 

What remains unclear is whether the Court in B & B Hardware intended 
for its decision to apply to an administratively decided issue that arises while 
parallel district court litigation over the same issue is occurring under a different 
legal standard. In applying its reasoning, the Supreme Court critically 
consolidated the likelihood of confusion issue into a single legal standard 
across both tribunals.61 However, modern patent litigation frequently involves 
a parallel scheme in which IPR proceedings occur before the PTAB while the 
 

 53. Id. 
 54. See id. at 154. 
 55. Id. at 141–42. 
 56. Id. at 148 (citing RESTATEMENT (SECOND) OF JUDGMENTS § 27). 
 57. Id. (quoting Univ. of Tenn. v. Elliott, 478 U.S. 788, 797–98 (1986)). 
 58. Id. at 150. 
 59. Id. at 141–42. 
 60. Id. at 153 (quoting Astoria Fed. Sav. & Loan Assn. v. Solimino, 501 U.S. 104, 108 
(1991)). 
 61. Id. at 154. 
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Fresenius, the Federal Circuit had remanded a prior appeal back to the district 
court and later ruled on the reexamination appeal before the second district 
court decision was appealed back to the Federal Circuit.79 Similarly, though XY 
pertained to an IPR appeal specifically in parallel with a district court appeal, 
the court issued rulings for both appeals on the same day.80 But Federal Circuit 
procedure does not mandate that appeals from the PTAB and district courts 
regarding the same patent number or issues be combined.81 In fact, only in the 
Practice Notes for Rule 15 in the Federal Circuit Rules of Practice is it 
mentioned that the clerk of court “will usually” consolidate appeals or petitions 
for review involving the “same or related patents,” but only if they originate 
“from the same tribunal.”82  

As such, it has not been definitively determined whether a PTAB ruling 
has a collateral estoppel effect while pending appeal. This differs from the 
collateral estoppel effect of district court decisions, for which the Federal 
Circuit has plainly ruled that “collateral estoppel can be applied based on a 
district court decision” even if it “is still pending on appeal.”83  

Currently, this lack of clarity poses potential problems. For example, it 
almost seems as if a PTAB ruling’s estoppel effect on a district court decision 
is based on considerations outside litigants’ control, such as whether the 
district court decides to consider the PTAB’s FWD, whether the Federal 
Circuit’s clerk of court opts to consolidate the district court and PTAB appeals, 
or whether the Federal Circuit opts to decide both appeals simultaneously. As 
the IPR system introduced by the AIA continues to grow in popularity as a 
faster and more cost-efficient alternative to district court litigation, the 
unresolved issues with parallel litigation system remain unaddressed by the 
courts. The facts in United Therapeutics fall into the gray area leading to an 
ultimately confusing outcome. 

3. 3. Federal Rules of  Civil Procedure Rule 60 

The FRCP 60(b) motion is a last resort for parties seeking relief from an 
unjust judgment or order. FRCP 60(b) states that a court “may relieve a party” 
from a final judgment for reasons such as newly discovered evidence, mistake 
or neglect, fraud, a void judgment, or “any other reason that justifies relief.”84  

 

 79. See Fresenius, 721 F.3d at 1341. 
 80. XY, LLC, 890 F.3d at 1294. 
 81. See generally FED. CIR. RULES OF PRAC. (2023). 
 82. Id. at 47. 
 83. Uniloc USA Inc. v. Motorola Mobility LLC, 52 F.4th 1340, 1347 (Fed. Cir. 2022). 
 84. FED. R. CIV. P. 60(b) (emphasis added). 
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However, there are several issues that would make FRCP 60(b) extremely 
difficult to rely on for resolving discrepancies in parallel patent litigation 
outcomes. FRCP 60(b) motions are rarely granted and are often narrowly 
limited to specific provisions in the rule and to “extraordinary circumstances” 
that “must justify reopening.”85 Moreover, the rule’s language (i.e., that a court 
“may” relieve a party) grants courts full discretion to grant or deny relief.86 
Finally, FRCP 60(b) is necessarily retroactive—meaning that future or 
currently litigating parties do not have certainty as to the outcome of a future 
FRCP 60(b) motion. 87  Taken together, these factors strongly discourage 
parties from relying on FRCP 60(b) as a reliable and effective means of 
addressing conflicting outcomes in parallel litigation. 

III. UNITED THERAPEUTICS CORP. V. LIQUIDIA TECH., INC. 

United Therapeutics exemplifies the lack of clarity surrounding the collateral 
estoppel effect of the PTAB within the current parallel litigation system. In the 
district court decision, the court held Liquidia liable for infringing the patent-
at-issue,88 despite the PTAB having issued a Final Written Decision a month 
before invalidating the patent.89 Instead, the district court declined to be bound 
by the PTAB’s decision when issuing its own decision.90 While both decisions 
were appealed to the Federal Circuit, the court first heard only the district court 
appeal and affirmed the district court’s decision.91 In particular, the Federal 
Circuit ultimately held that Liquidia was liable for infringing the ’793 patent 
because the PTAB’s FWD did not have collateral estoppel effect while pending 
appeal.92 Later, however, the Federal Circuit affirmed the PTAB’s invalidity 
decision as well.93 As a result, Liquidia was left with a strange and intuitively 
confusing outcome—being held liable for infringing a patent that had been 
declared invalid. Such a result seems to conflict with both Congress’s intent 
behind the AIA and the Supreme Court’s previous precedents. 

 

 85. Kemp v. United States, 596 U.S. 528, 533 (2022). 
 86. FED. R. CIV. P. 60(b). 
 87. See id. 
 88. United Therapeutics Corp. v. Liquidia Techs., Inc., 624 F. Supp. 3d 436, 473 (D.D.E. 
Aug. 31, 2022) [hereinafter District Court Decision]. 
 89. Liquidia Techs., Inc. v. United Therapeutics Corp., 2022 Pat. App. LEXIS 3685, *52 
(P.T.A.B. July 19, 2022) [hereinafter PTAB FWD]. 
 90. District Court Decision, 624 F. Supp. 3d at 473 (“[T]he PTAB’s decision . . . has no 
impact on my finding of induced infringement.”) 
 91. United Therapeutics, 74 F.4th at 1374. 
 92. Id. at 1371. 
 93. United Therapeutics Corp. v. Liquidia Techs., Inc., 2023 WL 8794633, at *1 (Fed. 
Cir. Dec. 20, 2023) [hereinafter United Therapeutics II]. 
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Section III.A details the factual background of the case. Section III.B 
delineates the timeline of proceedings: Section III.B.1 details the timeline of 
district court proceedings, Section III.B.2 details the timeline of PTAB 
proceedings, and Section III.B.3 delineates the timeline of the two Federal 
Circuit appeals. Section III.C analyzes the ramifications of the case’s final 
outcome and the issues posed as a result of the Federal Circuit’s decisions. 

A. FACTUAL BACKGROUND 

United Therapeutics Corporation (“United Therapeutics”) is a 
biotechnology company that primarily develops drugs to treat rare diseases and 
end-stage lung diseases.94 United Therapeutics owns the ’793 patent, which is 
“generally directed to methods of . . . pharmaceutical compositions comprising 
treprostinil.” 95  Treprostinil is a drug used to treat pulmonary arterial 
hypertension, a highly dangerous form of high blood pressure that affects the 
arteries in the lungs and heart.96 

Liquidia, Inc. (“Liquidia”) is a biopharmaceutical company that develops 
therapies for patients with cardiopulmonary diseases.97 Liquidia created a dry 
powder inhalation formulation of treprostinil, which it called Yutrepia, and 
filed a New Drug Application with the Food and Drug Administration (FDA) 
in an effort to market the product. 98  United Therapeutics ultimately sued 
Liquidia in the United States District Court for the District of Delaware 
alleging that Liquidia induced infringement of the ’793 patent, among other 
asserted patents.99 In response, Liquidia filed a petition for IPR of the ’793 
patent, arguing that all claims of the ’793 patent were unpatentable (i.e., invalid) 
as obvious over the prior art at the time of the invention.100 

While the specific infringement and validity causes of action are not 
particularly significant to this Note, understanding the timeline of the parallel 
proceedings is critical. 

 

 94. Therapeutic Areas, UNITED THERAPEUTICS CORP., https://perma.cc/Q3PL-35CK 
(last accessed May 4, 2025). 
 95. United Therapeutics, 74 F.4th at 1363. 
 96. Pegah Zare & Daniel Heller, Treprostinil, NAT’L LIBR. MED. (May 8, 2023), 
https://perma.cc/V8YU-47ZZ. 
 97. About Us, LIQUIDIA, https://www.liquidia.com/about-us (last accessed May 4, 
2025). 
 98. United Therapeutics, 74 F.4th at 1364. 
 99. Id. at 1363. 
 100. See PTAB FWD, at *2. 
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B. PROCEDURAL HISTORY 

The timeline of both parallel proceedings is summarized in the following 
chart and further discussed below: 
Figure 1. Timeline of proceedings in the litigation between United Therapeutics and 
Liquidia. In particular, the blue and green dots on the timeline represent the separate 

proceedings in district court and in the PTAB, respectively. 

•  

  
This Section outlines the timeline of proceedings in both venues. This 

Section also analyzes how the district court and the Federal Circuit reached 
this counterintuitive decision regarding collateral estoppel.  

1. PTAB 

As shown in Figure 1, United Therapeutics first filed suit against Liquidia 
in the United States District Court of Delaware in June 2020.101 In response, 
Liquidia petitioned the PTAB for an IPR proceeding for the ’793 patent, and 
the PTAB ultimately issued a ruling of invalidity before the district court issued 
its opinion.102  

The PTAB instituted review on August 11, 2021.103 The parties litigated 
the IPR in parallel with the district court proceedings, and the PTAB issued a 
Final Written Decision on July 19, 2022.104 In that decision, the PTAB held 
that all claims in the ’793 patent were unpatentable as obvious over the prior 
art at the time of the invention. 105  United Therapeutics sought a Board 

 

 101. United Therapeutics Corp. v. Liquidia Techs., Inc., 2020 U.S. Dist. LEXIS 205150, 
at *2 (D.D.E. Nov. 3, 2020) (“Plaintiff United Therapeutics filed a complaint for patent 
infringement against Defendant Liquidia on June 4, 2020.”). 
 102. PTAB FWD, at *52. 
 103. PTAB FWD, at *2. 
 104. United Therapeutics, 74 F.4th at 1364. 
 105. Id.; PTAB FWD, at *52. 
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rehearing, delaying the timeline to appeal the PTAB decision to the Federal 
Circuit until April 5, 2023.106 

2. District Court 

Although United Therapeutics sued Liquidia in June 2020, the district 
court did not hold a bench trial until March 28, 2022.107 During the trial, 
Liquidia did not maintain any grounds raised in its IPR (i.e., under 35 U.S.C. 
§ 102 and 35 U.S.C. § 103) in district court.108 Liquidia instead attempted to 
introduce the PTAB’s FWD to the district court before the court rendered its 
decision.109 

However, the court issued its final opinion on August 31, 2022, ruling that 
all asserted claims of the ’793 patent were not invalid and that Liquidia had 
induced infringement of the ’793 patent.110 In its holding, the court noted that 
the PTAB had issued a FWD which invalidated all claims, but cited to the 
Federal Circuit’s decision in XY and interpreted the Federal Circuit’s holding 
that an “affirmance of an invalidity finding . . . has a collateral estoppel effect” 
to mean that “an IPR decision does not have collateral estoppel effect until 
that decision is affirmed or the parties waive their appeal rights.”111 Ultimately, 
the court held that “the PTAB’s decision—which is not yet final—has no 
impact on [its] finding of induced infringement.” 112  In other words, by 
interpreting the Federal Circuit’s decision in XY to determine that the PTAB’s 
decision lacked collateral estoppel effect, the district court obviated the 
PTAB’s invalidity ruling.113 

3. Federal Circuit Court of  Appeals 

Liquidia appealed the district court decision to the Federal Circuit on 
September 16, 2022.114 United Therapeutics appealed the PTAB’s decision to 

 

 106. Notice of Appeal, United Therapeutics Corp. v. Liquidia Techs., Inc., IPR2021-
00406 (P.T.A.B. Apr. 5, 2023), ECF No. 83. 
 107. See Official Transcript of Bench Trial held on 3/28/22 before Judge Richard G. 
Andrews, United Therapeutics Corp. v. Liquidia Techs., Inc., No. 20-00755 (D.D.E. 2022), 
ECF No. 402. 
 108. See generally District Court Decision. 
 109. Id. at 463. 
 110. Id. at 473. 
 111. Id. (citing XY, LLC, 890 F.3d at 1294). 
 112. Id. at 464. 
 113. Id. 
 114. Notice of Appeal, United Therapeutics Corp. v. Liquidia Techs., Inc., No. 20-00755 
(D.D.E. 2022), ECF No. 440. 
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the Federal Circuit on April 26, 2023.115 Both appeals were on the Federal 
Circuit’s docket, and the court was aware that they were related to the same 
case, but it nonetheless considered both appeals separately.116 

On July 24, 2023, the Federal Circuit issued its United Therapeutics 
decision, ruling only on the district court appeal and affirming the district 
court’s decision. 117  In particular, the Federal Circuit rejected Liquidia’s 
argument that the PTAB’s FWD in the IPR proceeding for the ’793 patent 
estopped Liquidia from liability for induced infringement in the district court 
case.118 Liquidia cited the Supreme Court’s decision in Commil, in which the 
Court held that if “an act that would have been . . . an inducement to infringe 
pertains to a patent that is shown to be invalid, there is no patent to be 
infringed.”119 However, the Federal Circuit agreed with United Therapeutics’ 
argument that unpatentability is “relevant to infringement liability only once a 
final adjudication [made on appeal] of . . . invalidity rules that there is no such 
patent to infringe.”120 

Additionally, the Federal Circuit repeated the district court’s reasoning, 
including the district court’s interpretation of XY—that an IPR decision “does 
not have collateral estoppel effect until that decision is affirmed or the parties 
waive their appeal rights.”121 Ultimately, the Federal Circuit reached the same 
result, holding that the “’793 IPR decision . . . has no impact . . . on a finding 
of induced infringement.”122 

On December 20, 2023, the Federal Circuit then issued United Therapeutics 
II, affirming the PTAB’s decision and invalidating the ’793 patent as obvious 
over the prior art at the time of the invention.123 At this point, Liquidia was 
liable for infringing the ’793 patent, while also having successfully invalidated 
the same patent.  

Six days after the United Therapeutics II decision, Liquidia filed a FRCP 60(b) 
motion with the District of Delaware, seeking to vacate the original judgment 

 

 115. Notice of Appeal, United Therapeutics Corp. v. Liquidia Techs., Inc., IPR2021-
00406 (P.T.A.B. Apr. 5, 2023), ECF No. 83. 
 116. See United Therapeutics, 74 F.4th at 1364. 
 117. Id. at 1363. 
 118. Id. at 1371. 
 119. Commil, 575 U.S. at 644. 
 120. United Therapeutics, 74 F.4th at 1371. 
 121. Id. at 1372. 
 122. Id. 
 123. United Therapeutics II, at *1. 
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of infringement because the ’793 was invalid and unenforceable.124 On March 
28, 2024, the Delaware district court granted Liquidia’s motion and vacated 
the holding that Liquidia infringed the ’793 patent.125 

The March 28 decision was the final decision in this series of cases. 
Liquidia filed a petition for a writ of certiorari to the Supreme Court regarding 
the collateral estoppel portion of the United Therapeutics decision, but was 
denied on February 20, 2024.126 United Therapeutics also filed a petition for a 
writ of certiorari to the Supreme Court regarding the United Therapeutics II 
decision, but was denied on October 7, 2024.127 As such, litigation between 
United Therapeutics and Liquidia regarding the ’793 patent is now concluded. 

C. ANALYZING THE UNITED THERAPEUTICS DECISIONS AND ITS 
RAMIFICATIONS 

 The Federal Circuit’s decision in United Therapeutics is intuitively 
confusing but, more importantly, at odds with prior precedent from both the 
Supreme Court and its own prior holdings. On its face, the outcome of the 
United Therapeutics and United Therapeutics II decisions resulted in Liquidia being 
held liable for infringing an ultimately invalid patent—a result that seems to 
directly contradict the Supreme Court’s assertion in Commil that “if . . . an act 
[of infringement or induced infringement] pertains to a patent that is shown 
to be invalid, there is no patent to be infringed.”128 However, what makes 
United Therapeutics and United Therapeutics II noteworthy is that these decisions 
do not directly contradict or seek to overturn any particular previous decision. 
Rather, these decisions fall into a gap left unaddressed in prior decisions.  

Indeed, the Federal Circuit in United Therapeutics (as well as the district 
court) held, in response to Commil, that the ’793 patent is not invalid because 
the IPR proceeding holding the patent invalid was pending appeal in the very 
same court.129 But this raises its own immediate question: Why wasn’t the IPR 
appeal designated as a companion to the district court appeal, given that the 
Federal Circuit knew it was pending? Commil states plainly: “if the patent is 
indeed invalid, and shown to be so under proper procedures, there is no 

 

 124. Motion for Post Judgment Relief Pursuant to Federal Rule of Civil Procedure 60(b), 
United Therapeutics Corp. v. Liquidia Techs., Inc., No. 20-00755 (D.D.E. 2023), ECF No. 
461. 
 125. United Therapeutics Corp. v. Liquidia Techs., Inc., 2024 U.S. Dist. LEXIS 56072, at 
*7 (D. Del. Mar. 28, 2024). 
 126. United Therapeutics Corp. v. Liquidia Techs., Inc., 144 S. Ct. 873, 873 (2024). 
 127. United Therapeutics Corp. v. Liquidia Techs., Inc., 145 S. Ct. 352, 352 (2024). 
 128. Commil, 575 U.S. at 644. 
 129. United Therapeutics, 74 F.4th at 1372. 
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instead raising them only before the PTAB (as Congress intended with the IPR 
system), Liquidia ultimately weakened its case.  

It would have been safer for Liquidia to raise 35 U.S.C. § 102 and 35 U.S.C. 
§ 103 arguments in both venues or even to forgo an IPR altogether. As it 
stands, the Federal Circuit may opt to rule on both the PTAB and district court 
appeals in tandem, as it did in XY.136 However, where the court does not 
consolidate appeals, such as in United Therapeutics, litigants may find that they 
have a second bite at the apple, like United Therapeutics did when it successfully 
enforced an ultimately invalid patent.137  

The reasoning behind United Therapeutics is also difficult to reconcile with 
the Supreme Court’s holding in B & B Hardware. Indeed, the Federal Circuit 
did not address B & B Hardware or any relevant Supreme Court precedent in 
its determination that IPR decisions have no collateral estoppel effect until 
affirmed on appeal.138 While it is true that B & B Hardware pertains to a final 
TTAB decision on the issue of likelihood of confusion, the Supreme Court’s 
analysis was broader.139 The Court considered generally “whether an agency 
decision can ever ground issue preclusion,” not just the TTAB.140 As discussed 
above, the Court observed that collateral estoppel “often applies” when an 
issue is litigated both “before a court and an administrative agency.”141 The 
Court detailed in length in its holding that collateral estoppel is so “‘well 
established’ at common law” that, as long as the “ordinary elements” of 
collateral estoppel are met, courts should “take it as given that Congress has 
legislated with the expectation that [collateral estoppel] will apply except when 
a statutory purpose to the contrary is evident.”142 

Yet, the Federal Circuit’s holding in United Therapeutics does not even 
acknowledge B & B Hardware and its considerations.143 Instead, the court relies 
on its previous decision in XY, holding that “an affirmance of an invalidity 
finding . . . has a collateral estoppel effect on all pending or co-pending 
actions.”144 However, the Federal Circuit’s subsequent interpretation of this 
statement, that an IPR decision not yet affirmed must not have collateral 
estoppel effect, is logically flawed.145 
 

 136. See XY, LLC, 890 F.3d at 1294. 
 137. See generally United Therapeutics. 
 138. Id. at 1372. 
 139. B & B Hardware, 575 U.S. at 141. 
 140. Id. at 147. 
 141. Id. at 148. 
 142. Id. (internal citations omitted). 
 143. See generally United Therapeutics. 
 144. Id. at 1372 (quoting XY, LLC, 890 F.3d at 1294). 
 145. See id. 
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The Federal Circuit’s reasoning regarding claim termination conflicts with 
its own prior decisions. For example, the court reasoned that claims are not 
canceled under 35 U.S.C. § 318(b) until the Director issues a certificate after 
the time for appeal has expired or any appeal has terminated.146 However, in 
Sec. People, Inc., the Federal Circuit previously held that “[t]he PTO’s 
decision-making process in an IPR is complete after issuance of the final 
written decision.” 147  In that opinion, the Federal Circuit stated that the 
certificate of cancellation mandated by 35 U.S.C. § 318(b) is wholly “irrelevant 
to the finality of the agency’s action,” calling it a mere “nondiscretionary 
formality.” 148  If the Federal Circuit had applied this reasoning to United 
Therapeutics, then the PTAB’s FWD of invalidity, issued before the district 
court case, should have immediately rendered the infringement action moot 
for the ’793 patent. 

Finally, although Liquidia was able to successfully petition the district court 
for an FRCP 60(b) motion to vacate the infringement judgment, the issues 
posed by United Therapeutics are unresolved for future litigants. As discussed in 
Section II.C.3, FRCP 60(b) is a retroactive remedy and is rarely invoked.149 
FRCP 60(b) motions must also be made within a short and reasonable 
timeframe.150 Moreover, Liquidia vacated an injunction on its drug, which it 
sought to introduce to the market.151 But the Supreme Court and the Federal 
Circuit are silent on how a party would be compensated for monetary damages 
or lost profits due to injunctions on products already in the market under a 
successful FRCP 60(b) motion. As such, future litigants have little certainty 
that FRCP 60(b) would be a reliable fallback option capable of providing 
adequate relief. 

Without certainty of what the district courts and Federal Circuit will do, 
future litigants may find it most worthwhile to bring all invalidity arguments to 
district court while duplicating their § 102 and § 103 invalidity arguments in a 
parallel IPR proceeding. This would double the workload for both parties, 
maintain the same amount of work in district court, and double the burden on 
the Federal Circuit. The IPR system, in such a scheme, would ultimately 
become redundant rather than an effective alternative to district court 
litigation. 

 

 146. Id. 
 147. 971 F.3d at 1361. 
 148. Id. 
 149. See Kemp, 596 U.S. at 533. 
 150. FED. R. CIV. P. 60(c)(1). 
 151. Memorandum Order, United Therapeutics Corp. v. Liquidia Techs., Inc., No. 20-
00755 (D.D.E. 2024), ECF No. 479. 
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IV. COURT-SIDE AND LEGISLATIVE PROPOSALS TO 
RESOLVE THE COLLATERAL ESTOPPEL ISSUE 

This Section proposes a multifaceted approach to reforming both the 
Federal Circuit Rules of Practice (court-side reform) and current AIA statutes. 
The court-side rule reforms are narrower in scope, specifically aimed at 
preventing scenarios like United Therapeutics from recurring. By targeting 
amendments to the Federal Circuit Rules of Practice, the proposed court-side 
solutions can be enacted immediately without waiting for another case with 
similar merits.  

In particular, the proposed solution would require the clerk of court to 
designate parallel appeals from a district court and the PTAB (e.g., involving 
the same parties and the same patent number(s)) as companion cases. These 
companion cases would remain separate appeals (so as to not consolidate 
different standards of review), but the Federal Circuit would hear and decide 
them at the same time. This reform balances practicality with the urgent need 
for change, but it does not overturn the United Therapeutics decision and 
therefore does not affirmatively grant collateral estoppel effect to PTAB 
decisions. Instead, the court-side proposals aim to prevent situations like 
Liquidia’s, where it was held liable for infringing an ultimately invalid patent 
because the PTAB appeal was delayed until after the district court appeal was 
decided.152 

The legislative reform seeks to address the collateral estoppel issue at its 
root. In particular, the proposal would amend 35 U.S.C. § 318(a) to explicitly 
grant PTAB final written decisions the same collateral estoppel effect as 
district court decisions.  

On July 10, 2023, Congress proposed Senate Bill 2220, otherwise known 
as the “Promoting and Respecting Economically Vital American Innovation 
Leadership Act” (“PREVAIL Act”), which seeks to address other issues in the 
patent litigation system that have arisen post-AIA.153 Indeed, the PREVAIL 
Act may be amended to include the legislative proposals suggested in this 
Note—it is a strong vehicle to address the collateral estoppel issue because it 
already focuses on improving issues in the post-AIA patent system. Thus, by 
incorporating these changes, Congress could directly address the collateral 
estoppel issue raised by United Therapeutics. 

The proposed solution requires reforms across multiple forums given the 
urgent need to correct the confusing doctrine left in the wake of United 
 

 152. See generally United Therapeutics. 
 153. See PREVAIL Act of 2023, S. 2220, 118th Cong. § 2 (2024) [hereinafter PREVAIL 
Act]. 
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Therapeutics. A legislative solution alone may be impractical due to the difficulty 
of passing legislation through Congress.154 On the other hand, a court-side rule 
reform alone would be insufficient, as it is unknown when the Federal Circuit 
will next address this issue again. Moreover, a lone court-side reform to address 
the entire collateral estoppel issue would necessitate a stronger measure, 
potentially requiring the Federal Circuit to overturn its United Therapeutics 
decision.  

Section IV.A introduces the proposed court-side rule reform, analyzing its 
benefits and limitations. Section IV.B describes the proposed legislative 
reforms, namely amending 35 U.S.C. § 315(e) to grant final written decisions 
issued by the PTAB in IPR proceedings the same collateral estoppel effect as 
district court decisions. 

A. THE FEDERAL CIRCUIT SHOULD REFORM ITS RULES OF PRACTICE TO 
DESIGNATE PARALLEL APPEALS FROM DISTRICT COURTS AND THE 
PTAB AS COMPANION CASES. 

As a baseline change, the Federal Circuit should adopt a mandate in its 
Rules of Practice requiring the clerk of court to designate parallel appeals 
involving the same patent(s) as companion cases. For example, appeals from 
district courts and the PTAB involving the same parties and the same patent 
number(s) should be classified as companion cases, allowing the Federal 
Circuit to hear oral arguments and issue decisions for both appeals 
simultaneously. By doing so, the court could issue opinions for both appeals 
with the other in mind, as it did in XY.155 This Section explores the practicality 
of implementing this reform. analyzing its pros and cons, particularly in 
comparison to other potential court-side solutions. Additionally, it also 
examines the impact of this potential reform on the broader collateral estoppel 
issue raised by United Therapeutics.  

1. Advantages of  Court-Side Reform 

The immediate issue at hand is why court-side reform is necessary at all, 
particularly when the proposed reforms are so moderate and limited to court 
rules. However, in light of the United Therapeutics decisions, litigating parties 
now face uncertainty as to (1) whether the district court will rule before the 
PTAB does; and (2) whether the district court will consider or adopt the 
PTAB’s decision. For example, in United Therapeutics, the Delaware district 

 

 154. See Statistics and Historical Comparison, GOVTRACK, https://perma.cc/9GNE-ZKT8 
(last visited Feb. 9, 2025) (tracking that every Congress since 1973 has had less than 10% of 
proposed legislation passed into law). 
 155. See XY, LLC, 890 F.3d at 1294. 



WANG_INITIALPROOF_07-26-25 (DO NOT DELETE) 10/14/24 11:30 PM 

2025] COLLATERAL ESTOPPEL OF PTAB DECISIONS 597 

 

court acknowledged the PTAB’s decision but did not change its final ruling, 
even after Liquidia submitted the PTAB’s invalidity finding to the court.156 

On its face, the most pressing collateral estoppel issue in this series of cases 
is that United Therapeutics was able to enforce a patent that Liquidia had 
already invalidated through an IPR, despite the PTAB’s issuance of its decision 
before the district court ruling.157 Through a combination of the district court 
disregarding the PTAB’s decision in its final opinion, and the PTAB appeal 
being decided after the district court appeal (despite the PTAB decision being 
first), the United Therapeutics decisions essentially gave United Therapeutics two 
chances to argue the validity of its ’793 patent.158  

Designating the two appeals concerning the validity of the ’793 patent as 
companion cases would have prevented the Federal Circuit from issuing two 
conflicting validity holdings on the same patent in the same litigation. It is 
sensible to classify PTAB and district court appeals as companion cases, so the 
Federal Circuit can hear the full scope of invalidity arguments raised by a 
defending party before issuing a decision. Recall from Section II.A.1 that a 
patent claim that fails the validity analysis under just one statutory requirement 
is rendered wholly invalid.159 Therefore, to fully consider a patent’s validity, all 
invalidity arguments must be considered together. However, IPR proceedings 
are limited to invalidity causes of action under § 102 (anticipation) and § 103 
(obviousness).160  This means that a lone PTAB appeal before the Federal 
Circuit may not contain the full scope of invalidity proceedings raised by the 
defending party. Similarly, in a case like United Therapeutics, where Liquidia has 
moved its § 102 and § 103 causes of action out of district court and into the 
PTAB, the same problem arises if the Federal Circuit hears only the district 
court appeal without the PTAB appeal.161  

While the proposed Federal Circuit reform does not directly address this 
collateral estoppel issue, it prevents the unfair outcome of allowing a party two 
bites at the apple in similar cases. By adopting this reform, future litigating 
parties would have reassurance that the full scope of their invalidity arguments 
would be considered together on appeal if they opt to pursue PTAB litigation. 
For example, had these reforms been in place, Liquidia could have been 
assured that even if the district court disregarded the PTAB’s FWD, the 

 

 156. See generally District Court Decision. 
 157. See generally United Therapeutics. 
 158. See generally United Therapeutics; United Therapeutics II. 
 159. See 35 U.S.C. § 101. 
 160. 35 U.S.C. § 311(b). 
 161. See generally United Therapeutics. 
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The complex nature of parallel litigation across different forums with 
different standards of review also makes it difficult to expand the scope of 
Federal Circuit reform. For example, it may seem logical to consolidate a 
PTAB appeal and district court appeal involving the same parties and the same 
patent(s) into a single appeal before the Federal Circuit. Indeed, the Federal 
Circuit Rules of Practice, Rule 15, states that the clerk of court “will usually” 
consolidate appeals or petitions for review involving the “same or related 
patents” if they are “from the same tribunal.” 167  However, in reality, the 
different standards of review between the two forums make full consolidation 
into a single appeal impractical.  

Similarly, mandating a stay (i.e., pausing proceedings) for a district court 
appeal in the Federal Circuit while the PTAB appeal is pending would also be 
difficult as it may have practical implications that outweigh its benefits. A 
mandatory stay would necessarily require delaying the district court decision in 
every scenario. While this may seem administratively efficient, in the race to 
final judgment, it would disproportionally benefit the defending party in 
district court, who often seeks to delay a final verdict on district court litigation. 
By contrast, designating appeals as companion cases would give litigants more 
control to petition the court on which decision’s timeline should be changed. 
This would also give the Federal Circuit more flexibility to decide whether to 
stay the district court appeal or expedite the PTAB appeal on a case-by-case 
basis.  

Mandating that a district court stay its original final verdict while a PTAB 
parallel proceeding is ongoing is also problematic because of procedural 
differences across different district courts. The PTAB operates under a 
statutorily defined timeline to resolve an IPR, and some courts may already 
prefer to stay proceedings until the PTAB issues its FWD for the related IPR. 
In particular, if the PTAB issues a decision invalidating the patent, a district 
court may adopt the PTAB’s invalidity finding, effectively ending all remaining 
causes of action in the case. However, district courts have discretion to stay 
proceedings or defer to PTAB decisions. Some district courts may choose not 
to stay because they do not wish to grant too much deference to the PTAB.  

Compared to other potential reforms to Federal Circuit proceedings, 
requiring companion case designation for already related cases is a fairer 
approach than forcing stays at the appeal or the district court level. Companion 
case designation would keep timing disruption to a minimum while also 
preserving feasibility. 

 

 167. See FED. CIR. RULES OF PRAC. at 47. 
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3. A Band-Aid Fix to the Bigger Collateral Estoppel Problem 

The proposed Federal Circuit Rules of Practice reform, which would 
designate PTAB and district court appeals between the same parties for the 
same patent(s) as companion cases, does not resolve the root collateral 
estoppel issue. For example, it does not grant PTAB decisions the same 
collateral estoppel effect as that of district court decisions. It also does not 
overturn the United Therapeutics holding, which found that a PTAB decision 
pending appeal is “non-final litigation” and “does not have collateral estoppel 
effect.”168 As such, district courts would still have the discretion to disregard 
PTAB decisions, as the Delaware district court did in this case. Additionally, 
under this reform, district courts would continue to enjoy the discretion to 
decide whether to stay a case while PTAB proceedings are pending. It is critical 
that court-side reforms do not present overly rigid mandates or directly strip 
district courts of their authority in favor of the PTAB. 

It would be difficult to address the collateral estoppel issue solely through 
court-side reforms. For instance, courts have called have long called on the 
Federal Circuit to clarify its ambiguous language in XY, even before United 
Therapeutics.169 And in United Therapeutics, the Federal Circuit did attempt to 
clarify its holding in XY. But before this case was decided, district courts have 
already interpreted XY differently than the Federal Circuit did, with some 
courts holding that collateral estoppel does extend to PTAB decisions pending 
appeal.170 Cases where PTAB and district court appeals involving the same 
parties and the same patent(s) are pending in the Federal Circuit at the same 
time are rare. It may be a while before the Federal Circuit has another 
opportunity to clarify or overrule its holding in United Therapeutics. Because the 
Supreme Court has denied Liquidia’s petition for certiorari, the Federal 
Circuit’s decisions in both appeals are now final. 

 

 168. United Therapeutics, 74 F.4th at 1372. 
 169. See, e.g., TrustID, Inc. v. Next Caller Inc., 2021 WL 3015280, at *3–4 (D. Del. July 6, 
2021) (stating that the Federal Circuit’s holding in XY “suggests” a result that “seems 
counterintuitive”—that “an IPR decision does not have preclusive effect until that decision is 
either affirmed or the parties waive their appeal rights”); Indivior Inc. v. Alvogen Pine Brook 
LLC, 681 F. Supp. 3d 275, 293 (D.N.J. July 10, 2023) (highlighting “difficulties in 
harmonizing” the XY decision with “traditional” collateral estoppel). 
 170. See, e.g., Inland Diamond Prods. Co. v. Cherry Optical Inc., 695 F. Supp. 3d 1031, 
1039 (E.D. Wis. Sep. 28, 2023) (“The Federal Circuit confirmed that this general principle of 
issue preclusion extends to final written decisions rendered by the PTAB in IPR proceedings.”) 
(citing Google LLC v. Hammond Dev. Int’l, Inc., 54 F.4th 1377, 1381 (Fed. Cir. 2022) and 
Papst Licensing GMBH & Co. KG v. Samsung Elecs. Am., Inc., 924 F.3d 1243, 1250–51 (Fed. 
Cir. 2019)). 
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to address other PTAB shortcomings.173 Section IV.B.1 introduces, in more 
detail, the key provisions of the PREVAIL Act. Section IV.B.2 analyzes the 
benefits of adding an amendment to 35 U.S.C. § 315(e) that incorporates 
collateral estoppel effect to PTAB FWDs. Section IV.B.3 addresses 
counterarguments and reconciles them with Supreme Court precedent.  

1. The Proposed PREVAIL Act and its Shortcomings in Dealing with 
United Therapeutics 

Congress has already recognized the “[u]nintended consequences” of post-
grant proceedings under the AIA in its introduction of the PREVAIL Act.174 
As such, the PREVAIL Act seeks to amend Title 35 of the United State Code 
to address “the strategic filing of post-grant [and inter partes] review 
proceedings,” which result in “unnecessary duplication of work by the district 
courts . . . and the [PTAB].”175 

The proposed PREVAIL Act begins with an amendment to 35 U.S.C. 
§ 311, which limits IPR petitions to only those parties that have been sued or 
charged with infringement of the patent in question.176 This provision clarifies 
Congress’s intentions behind the IPR system—to shift § 102 and § 103 
invalidity causes of action (as specified in 35 U.S.C. § 311(b)) out of district 
court and into the PTAB.177 In doing so, the PREVAIL Act recognizes and 
preserves the current parallel litigation framework. 

However, the proposed amendment to 35 U.S.C. § 315(c) introduces a 
significant limitation: Claims, counterclaims, and affirmative defenses brought 
to the PTAB would be restricted to that forum alone.178 In other words, while 
the PREVAIL Act continues to allow for parallel litigation, it eliminates 
loopholes that would allow parties to duplicate claims in both forums.179  

While the PREVAIL Act identifies and addresses several key issues in the 
post-AIA patent system, it only prevents parties from duplicating issues in 
both the PTAB and a different forum.180 But it does not address the collateral 
estoppel effect of a Final Written Decision issued by the PTAB. Additionally, 
it does not require that PTAB decisions be issued before district court 
decisions.  

 

 173. Id. 
 174. Id. 
 175. Id.  
 176. See id. § 4. 
 177. See id. 
 178. Id. 
 179. See id. 
 180. See id. 
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If Congress intends to preserve parallel litigation, it must determine if 
PTAB decisions should have collateral estoppel effect, especially in light of the 
United Therapeutics decisions. Notably, the PREVAIL Act was proposed before 
the United Therapeutics decisions were issued by the Federal Circuit, meaning 
Congress may not have anticipated such an unusual outcome.181 As it currently 
stands, the PREVAIL Act is insufficient to fully address the ongoing estoppel 
issues in the parallel litigation system.  

Therefore, Congress should amend 35 U.S.C. § 315(e) to grant collateral 
estoppel effect to final written decisions by the PTAB in IPR proceedings.182 
For example, Congress could define a PTAB final written decision as carrying 
the same finality as a district court decision, including its collateral estoppel 
effect. It is critical to expand the PREVAIL Act to prevent situations like 
United Therapeutics, where a party petitions for an IPR after being accused of 
patent infringement, only to find out that the IPR decision is ultimately 
meaningless. Without this expansion, parties trying to utilize the IPR system 
would face too much uncertainty at the whims of judicial discretion or 
potential litigation gamesmanship. Currently, the estoppel provision in 35 
U.S.C. § 315(e) only bars the IPR petitioner from petitioning the PTAB again 
after a final decision is issued. 183  However, Congress should expand this 
section to ensure PTAB final written decisions carry collateral estoppel effect 
while pending appeal, just as final judgments from district courts do. 

2. Benefits of  Adopting the Proposed Legislative Reform  

Like the court-side reform proposals described in Section IV.A, legislative 
reforms should also cautiously weigh the feasibility and practicality of 
implementation against the potential advantages and drawbacks. In this case, 
reforming 35 U.S.C. § 315(e) to grant collateral estoppel effect to PTAB 
decisions is both practical and aligned with existing legislative efforts, such as 
the PREVAIL Act. It would also better adhere to Supreme Court precedent 
set in B & B Hardware than the current Federal Circuit doctrine.  

Granting collateral estoppel effect to PTAB final written decisions is a 
practical approach bolstered by Supreme Court precedent. In B & B Hardware, 
the Supreme Court held that administrative proceedings can have collateral 
estoppel effect if the “ordinary elements of issue preclusion” are met, unless a 
statutory purpose to the contrary is “evident.”184 The Supreme Court further 
 

 181. See generally id. The bill was proposed on July 10, 2023, before United Therapeutics was 
decided. 
 182. See 35 U.S.C. § 318(a). 
 183. See 35 U.S.C. § 315(e). 
 184. B & B Hardware, 575 U.S. at 148. 
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clarified that the ordinary elements of issue preclusion are defined by the 
Restatement (Second) of Judgments, which states that a final judgment on an 
issue that was “actually litigated” carries collateral estoppel effect, even if 
issued by an administrative agency.185 Moreover, the Court made clear that 
collateral estoppel can “often appl[y]” even in cases “where a single issue is 
before a court and an administrative agency.”186 

Indeed, Congress’s implementation of the IPR system is necessarily 
litigative, and 35 U.S.C. § 318(a) explicitly states that the PTAB issues a “final 
written decision.”187 Therefore, granting collateral estoppel effect to PTAB 
decisions would be consistent with existing legislation, such as in 35 U.S.C. 
§ 318, and with prior Supreme Court precedent. 

3. Potential Drawbacks—and How Commil Reconciles Them 

Congress has mandated in 35 U.S.C. § 101 that a patent claim found invalid 
in any proceeding is rendered wholly invalid.188 Under the single forum clause 
in the newly proposed 35 U.S.C. § 315(c) of the PREVAIL Act, the grounds 
for invalidity argued before the PTAB would necessarily differ from those 
raised in district court.189 Indeed, Congress appears to view patent validity to 
be a combination of separate standards, because parties petitioning for an IPR 
may only bring invalidity arguments under § 102 and § 103 before the PTAB.190 
Other invalidity grounds (if raised by the defendant/petitioner) must continue 
to be litigated in district court. Under such an interpretation for parallel 
litigation to remain viable, a final holding of invalidity should immediately 
render infringement proceedings moot. Likewise, an infringement finding 
should not be finalized until all validity proceedings are final. As the majority 
in Commil noted, if a patent is shown to be invalid, then it cannot be 
infringed.191  

Granting PTAB decisions the same collateral estoppel effect as district 
court rulings presents potential drawbacks that must be considered. For 
example, if PTAB decisions are granted collateral estoppel effect while on 
appeal, a district court would face uncertainty as to (1) whether the PTAB will 
ultimately invalidate the patent initially, and (2) whether the Federal Circuit will 
affirm or reverse the PTAB’s decision. As such, granting PTAB final written 
decisions collateral estoppel effect while pending appeal could lead district 
 

 185. Id. (quoting RESTATEMENT (SECOND) OF JUDGMENTS § 27). 
 186. Id. 
 187. 35 U.S.C. § 318(a). 
 188. 35 U.S.C. § 101. 
 189. See PREVAIL Act § 4. 
 190. See 35 U.S.C. § 311(b). 
 191. Commil, 575 U.S. at 644. 
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courts to delay proceedings until the PTAB issues its decision and the entire 
appeal process is completed. Implementing a system in which a court must 
stay proceedings while concurrent PTAB litigation is pending would further 
delay litigation timelines and reduce court efficiency. Such a system would 
contradict Congress’s intent in the PREVAIL Act, which allows for parallel 
litigation proceedings.  

A potential compromise could help alleviate the uncertainty district courts 
face in such a scenario. PTAB decisions could carry a collateral estoppel effect 
without requiring a court to stay all proceedings while parallel PTAB litigation 
is pending. For example, even if the PTAB decides that a patent should be 
invalid on §§ 102 or 103 grounds, the district court could still issue its decision 
regarding the separate invalidity grounds, and vice versa. However, the patent 
would remain invalid unless the PTAB decision is reversed on appeal. In other 
words, a district would not need to fully stay all proceedings upon a PTAB 
invalidity finding—merely holding that its infringement ruling should not be 
finalized.  

The Supreme Court’s decision in Commil aligns with granting PTAB 
decisions collateral estoppel effect, without contradicting Congress’s intent in 
the PREVAIL Act. As the majority in Commil states, infringement and validity 
are separate issues under patent law because they fall under separate sections 
of the Patent Act. 192  Under this interpretation, a district court is free to 
consider infringement separately from (and in parallel to) invalidity arguments. 
However, under such an interpretation, if a district court finds that 
infringement occurred, then by granting collateral estoppel effect to PTAB 
decisions, the infringement finding cannot be finalized until the PTAB appeal 
is resolved in the Federal Circuit. A case such as United Therapeutics, where 
Liquidia was found to have infringed a patent that it later invalidated through 
the IPR system, would not be possible under this approach.  

PTAB decisions on invalidity should carry the same collateral estoppel 
effect as district court decisions if they are to function as an effective 
alternative to district court litigation. At the same time, recognizing the 
differences between parallel proceedings in different forums, courts could 
retain discretion to issue decisions that take effect only if a PTAB’s finding of 
invalidity is overturned. 

 

 192. Id. at 643. 
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V. CONCLUSION  

The Federal Circuit’s decisions in United Therapeutics and United Therapeutics 
II reflect a confusing cumulation of the unclear doctrines governing the parallel 
patent litigation system introduced post-AIA. However, the PTAB has only 
existed for just over a decade. Therefore, it is not surprising that time is needed 
to identify and clarify ambiguities in the parallel litigation framework. 

To maintain Congress’s intent in the AIA, reform is necessary to prevent 
the recurrence of the bizarre outcome in United Therapeutics, where a party was 
held liable for infringing an invalid patent. Adopting the proposed 
combination of court-side and legislative reforms can effectively resolve the 
issues raised in United Therapeutics, while upholding both Supreme Court 
precedent and Congress’s original vision in the AIA. 
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were immediate: Humira’s sales plunged by nearly $7 billion in 2023, 
translating to a daily loss of nearly $20 million.3 Humira’s story highlights just 
how critical each day of a patent term can be in the life sciences industry.  

Currently, a United States utility patent expires twenty years from its 
effective filing date.4 This length of patent term may appear to be set in stone, 
but the reality strays far from this. In certain situations, a patent owner may 
seek to either shorten or extend this period. A patentee may voluntarily shorten 
the term of her patent by filing a terminal disclaimer to address a double 
patenting rejection.5 Under the doctrine of double patenting, inventors cannot 
improperly extend their patent monopoly by obtaining multiple patents on the 
same invention (statutory double patenting) or obvious variants of it 
(nonstatutory, or obviousness-type double patenting).6 By filing a terminal 
disclaimer to cure an obviousness-type double patenting (ODP) rejection, the 
second patent’s term is shortened to the same term as that of the first patent.7 
On the other hand, patent owners may also lengthen the term of their patent 
through mechanisms such as patent term adjustment (PTA). PTA is 
automatically granted when the United States Patent and Trademark Office 
(USPTO) causes delays in the patent prosecution process.8 A patent may be 
subjected to all of these term modification mechanisms simultaneously. In 
such cases, the doctrine of double patenting becomes complex and sometimes 
inconsistent when interacting with PTA.  

The Federal Circuit’s recent decision in In re Cellect brought this 
complicated interaction to the forefront, threatening thousands of patents 
previously understood to be safe from double patenting challenges and leaving 
patentees scrambling to evaluate such risks in their portfolios.9 Cellect held that 
if a patent’s extended term is due to granted PTA, an ODP analysis must use 
the patent’s expiration date after PTA has been added.10 This means that 
patents with awarded PTA can be invalidated for ODP based on earlier-
expiring patents in the same family. Since Cellect, courts have wrestled with 
ODP challenges involving PTA. In Allergan USA, Inc. v. MSN Laboratories 
Private Ltd., a district court, relying on Cellect, exposed the first patent in a family 

—————————————————————————————— 
 3. Press Release, AbbVie, AbbVie Reports Full Year and Fourth Quarter 2023 Financial 
(Feb. 2, 2024), https://investors.abbvie.com/news-releases/news-release-details/abbvie-
reports-full-year-and-fourth-quarter-2023-financial.  
 4. 35 U.S.C. § 154(a)(2).  
 5. 35 U.S.C. § 253; U.S. PAT. & TRADEMARK OFF., MPEP § 1490 (9th ed. Rev. 1, 2024). 
 6. 35 U.S.C. § 253; MPEP § 1490 (9th ed. Rev. 1, 2024). 
 7. Id. 
 8. 35 U.S.C. § 154(b).  
 9. See generally In re Cellect, LLC, 81 F.4th 1216 (Fed. Cir. 2023).  
 10. Id. at 1229. 
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mechanisms to the judge-made ODP doctrine has done nothing but create 
uncertainty for courts, inventors, and other stakeholders alike.  

This Note uses Allergan to outline the complex interactions of ODP and 
PTA. This Note argues that the Federal Circuit rightly decided Allergan, and 
that the first patent in a family with PTA-lengthened terms cannot, and should 
not, be invalidated for ODP based on other earlier-expiring patents without 
PTA. Part II of this Note traces the history of ODP jurisprudence and its 
interaction with patent term modification mechanisms to contextualize the 
decisions in Allergan. Part III delineates Allergan’s background, procedural 
history, and the Federal Circuit’s reasoning for its decision. Part IV draws on 
legislative history and the context surrounding the establishment of ODP and 
PTA to explain why the Federal Circuit’s decision in Allergan is a much-needed, 
necessary exception to Cellect. Part IV then proposes a two-prong approach to 
an ODP analysis—one that considers both traditional equitable concerns and 
the propriety of reference patents used for invalidation. Additionally, Part IV 
poses ODP scenarios with PTA not covered by Allergan and, using the 
proposed approach, emphasizes that patent invalidation is possible in these 
scenarios based on the equitable circumstances underlying the ODP doctrine. 
Lastly, Part IV lays out practical strategies that practitioners and patentees can 
adopt to ameliorate ODP risks and uncertainties.  

II. HISTORY OF OBVIOUSNESS-TYPE DOUBLE 
PATENTING JURISPRUDENCE WITH PATENT TERM 
ADJUSTMENT 

The doctrine of double patenting is a simple rule: one invention, one 
patent.17 In practice, however, the doctrine has become troublesome, especially 
when interacting with other patent term modification mechanisms. Section 
II.A begins by providing a basic overview of obviousness-type double 
patenting (ODP). Section II.B explains patent term and patent term 
modification mechanisms, which are necessary to understand the complex 
interaction between ODP and patent term adjustment (PTA) in Allergan. 
Section II.C traces the formative ODP jurisprudence related to its interaction 
with term modification mechanisms before Allergan.  

A. OVERVIEW OF OBVIOUSNESS-TYPE DOUBLE PATENTING 

The statutory basis for double patenting is nothing more than a single letter 
in 35 U.S.C. § 101: “[w]hoever invents or discovers any new and useful 
process, machine, manufacture, or composition of matter, or any new and 
—————————————————————————————— 
 17. See discussion infra Section II.A for the doctrine of double patenting in 35 U.S.C. 
§ 101.  
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useful improvement thereof, may obtain a patent therefor.”18 Thus, an 
inventor may obtain “a patent,” not multiple patents, for an invention. This 
provision forms the foundation of statutory, or same-invention, double 
patenting, which prohibits obtaining multiple patents for the “same 
invention.”19 Put another way, identical subject matter cannot be claimed 
twice.20 Although identical wording in the claims is not required, two claims 
must be effectively identical in scope for statutory double patenting to apply.21 

Statutory double patenting is seldom found in practice because patentees 
rarely file separate patent applications with identical claims. The doctrine of 
double patenting also covers, however, far more common situations where a 
later application claims not the exact same invention, but obvious variations 
of it—referred to as “obviousness-type double patenting” (ODP).22 The 
primary justification for ODP is to “prevent unjustified timewise extension of 
the right to exclude granted by a patent.”23 This can happen when a patentee 
attempts to extend her patent monopoly by obtaining multiple patents that 
claim obvious variants of the same invention with different expiration dates. 
Thus, ODP ensures that the public is entitled to free use of “not only the 
invention claimed in the patent but also any modifications or variants thereof” 
after the original period of patent monopoly expires.24 The public would be 
deprived of this right if a subsequent patent were granted on an invention that 
is not patentably distinct from the initial patent.25 

Because the primary purpose of ODP is to prevent a patentee from unduly 
extending their patent monopoly, for ODP to apply, the two patents or 
applications in consideration must have some commonality of inventorship or 
ownership.26 In other words, the patents or applications must have at least one 
common inventor, be commonly assigned or owned, or be subject to a joint 
research agreement.27 This means that the types of patents most likely to be at 
—————————————————————————————— 
 18. 35 U.S.C. § 101 (emphasis added). 
 19. MPEP § 804 (9th ed. Rev. 1, 2024). 
 20. Id.  
 21. Id.  
 22. Id.  
 23. In re Van Ornum, 686 F.2d 937, 943–44 (C.C.P.A. 1982) (quoting In re Schneller, 397 
F.2d 350, 354 (C.C.P.A. 1968)); see also In re Hubbell, 709 F.3d 1140, 1145 (Fed. Cir. 2013) 
(stating that “[t]here are two justifications for obviousness-type double patenting.” The first is 
to “prevent unjustified timewise extension of the right to exclude granted by a patent,” as 
stated. The second purpose of ODP is to avoid multiple lawsuits from owners of different 
patents with no collateral estoppel, if patent ownership is divided.). 
 24. In re Longi, 759 F.2d 887, 892–93 (Fed. Cir. 1985); Eli Lilly & Co. v. Barr Labs., Inc., 
251 F.3d 955, 967–68 (Fed. Cir. 2001).  
 25. See id. 
 26. MPEP § 804 (9th ed. Rev. 1, 2024). 
 27. Id. 
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risk for ODP are often continuations within the same patent family that claim 
additional aspects of an invention, or commonly owned patents from separate 
families where one patent is obvious over the other.  

In an ODP analysis, an alleged reference patent is used to evaluate the 
challenged patent. The obviousness-type double patenting analysis involves 
two steps:  

First, the court “construes the claim[s] in the earlier patent and the 
claim[s] in the later patent and determines the differences.” Second, 
the court “determines whether those differences render the claims 
patentably distinct.” “A later claim that is not patentably distinct 
from,” i.e., “is obvious over[ ] or anticipated by,” an earlier claim is 
invalid for obviousness-type double patenting.28  

Given that the terms “earlier” and “later” can be used to describe any of a 
patent’s filing, issuance, or expiration dates, courts have issued unclear 
guidance about what constitutes a proper ODP reference. This ambiguity 
becomes even more complicated when the various dates associated with a 
patent are shifted with patent term modification mechanisms, such as PTA.  

A patentee can overcome ODP rejections by filing a terminal disclaimer 
under 35 U.S.C. § 253, which disclaims any portion of the patent term that 
extends beyond the expiration of the reference patent.29 Filing of a terminal 
disclaimer permits the issuance of the patent on the obvious variation, 
provided that the term of this patent does not extend beyond that of the 
reference patent.30 The terminal disclaimer must be filed before the reference 
patent expires.31   

B. PATENT TERM AND PATENT TERM ADJUSTMENT (PTA) 

The length of a U.S. patent term has changed under different patent law 
regimes, with mechanisms like PTA further adjusting the base term. As 
Allergan addresses the complex interaction between ODP and PTA, with 
rationales grounded in intricate patent term and ODP jurisprudence, this 

—————————————————————————————— 
 28. Sun Pharm. Indus., Ltd. v. Eli Lilly & Co., 611 F.3d 1381, 1385 (Fed. Cir. 2010) 
(emphasis added) (alteration in original) (quoting Pfizer, Inc. v. Teva Pharm. USA, Inc., 518 
F.3d 1353, 1363 (Fed. Cir. 2008) and Eli Lilly v. Barr, 251 F.3d at 968) (stating that “[t]he 
second step generally follows an obviousness analysis under 35 U.S.C. § 103.”); see also AbbVie 
v. Mathilda & Terence Kennedy Inst. of Rheumatology Tr., 764 F. 3d 1366, 1378 (Fed. Cir. 
2014) (stating that “the law of obviousness-type double patenting looks to the law of 
obviousness generally.”). 
 29. 35 U.S.C. § 253; MPEP § 1490 (9th ed. Rev. 1, 2024). 
 30. Id.  
 31. Id.  
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Section provides an overview of patent term calculations under various U.S. 
patent law regimes and PTA mechanisms.  

1. Patent Term Before and After the Uruguay Round Agreements Act 
(URAA) 

35 U.S.C. § 154 governs the term length for a U.S. patent.32 Before 1994, 
the term of a U.S. patent was seventeen years from the issue date.33 However, 
in 1994, Congress enacted the Uruguay Round Agreements Act (URAA) and 
amended 35 U.S.C. § 154 to align U.S. patent term provisions with 
international standards.34 Under the URAA, patents filed on or after June 8, 
1995 expire twenty years from their earliest effective U.S. filing date.35 Thus, if 
the USPTO took three years to issue a patent, the applicant would still receive 
seventeen years of patent term, similar to the pre-URAA system. However, 
under the URAA, each day patent issuance was delayed from prosecution at 
the USPTO is a day lost from the overall patent term. As an extreme example, 
if the USPTO delays prosecution of a patent application for twenty years, the 
patentee will lose her entire patent term. This loss of term—arising entirely 
from administrative delay and beyond the applicant’s control—posed a 
significant challenge for patentees, until Congress passed the Patent Term 
Guarantee Act.  

2. Patent Term Adjustment (PTA) as a Term Modification Mechanism 

To remedy and compensate inventors for the shortened term caused by 
any prosecution delays at the USPTO after the URAA, Congress introduced 
the Patent Term Guarantee Act of 1999, outlining the provisions for patent 
term adjustment (PTA).36 Governed by 35 U.S.C. § 154(b), PTA adds one day 
to the patent term for each day the USPTO delays prosecution.37  

—————————————————————————————— 
 32. 35 U.S.C. § 154(a)(2).  
 33. Patent Act, 950 Pub. L. No. 593, 66 Stat. 792, 804 § 154 (1952); 35 U.S.C. § 154 
(1952); see also, e.g., Mark A. Lemley, An Empirical Study of the Twenty-Year Patent Term, 22 AIPLA 
Q.J. 369, 374 (1994) (“[T]he fundamental baseline of the 1952 Act was a seventeen-year term 
across industries.”).  
 34. Uruguay Round Agreements Act, 103 Pub. L. No. 465, 108 Stat. 4809 (1994); see 
discussion infra Section IV.B for a legislative history behind the change in US patent term and 
introduction of PTA after the passage of the URAA. 
 35. Id. at 4983–85; 35 U.S.C. § 154(a)(2). The “effective filing date” is the earlier of: (1) 
the actual filing date of the application, or (2) the filing date of the earliest priority application 
(i.e., the earliest filed provisional, nonprovisional, international, or foreign application) to 
which a patent application is entitled to a right of priority. 
 36. See American Inventors Protection Act, Pub. L. No. 106-13, tit. IV, § 401–402 
(1999).  
 37. 35 U.S.C. § 154(b), (b)(1)(A). 
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Three main categories of USPTO delays qualify for PTA. First, a patent is 
entitled to PTA if the USPTO fails to take specific administrative actions 
within certain timeframes (A-delays).38 These actions include a failure to issue 
a first Office Action or Notice of Allowance within fourteen months of the 
application filing date, an Office Action within four months of an applicant’s 
reply, or the patent within four months of issue fee payment.39 Second, PTA 
is added if the USPTO takes more than three years to issue a patent (B-
delays).40 Third, Congress guarantees PTA for delays due to derivation 
proceedings, secrecy orders, and appeals (C-delays).41 However, any patentee-
caused delays also reduce PTA. The patentee can lose PTA if they “fail to 
engage in reasonable efforts to conclude prosecution of the application.”42 For 
instance, failing to respond to an Office Action within three months of 
receiving notice can result in the loss of PTA.43 Thus, this statutory framework 
ensures compensation for USPTO delays, upholding Congress’s longstanding 
policy of protecting diligent applicants from being penalized by such delays.  

In the context of ODP, PTA can cause patents within the same family to 
have different expiration dates. For instance, patents in the same family usually 
share the same priority date and thus would expire at the same time (i.e., twenty 
years from the earliest effective filing date). However, if the USPTO causes a 
prosecution delay for a patent application, PTA can extend the patent’s term 
and cause it to expire later than other patents in the family with the same 
priority date. This raises the question of whether a patent can be invalidated 
for ODP on the grounds of a PTA-lengthened term, and whether PTA, which 
is statutorily guaranteed by Congress, can trigger a judge-made doctrine such 
as ODP. 

It is important to point out that while this Note focuses on PTA, there is 
another patent term modifier, known as “patent term extension,” or “PTE.”44 
PTE allows patentees to extend the patent term to compensate for delays in 
obtaining regulatory approval for a product covered by the patent.45 Available 
under the Hatch-Waxman Act, PTE is codified in 35 U.S.C. § 156.46 PTE is 
only available for specific types of patents, most commonly those related to 

—————————————————————————————— 
 38. 35 U.S.C. § 154(b)(1)(A). 
 39. Id. 
 40. 35 U.S.C. § 154(b)(1)(B). 
 41. 35 U.S.C. § 154(b)(1)(C). 
 42. 35 U.S.C. § 154(b)(2)(C)(i). 
 43. 35 U.S.C. § 154(b)(2)(C)(ii). 
 44. 35 U.S.C. § 156. 
 45. 35 U.S.C. § 156(a). 
 46. 35 U.S.C. § 156; Drug Price Competition and Patent Term Restoration (Hatch-
Waxman) Act of 1984, Pub. L. No. 98-417, 98 Stat. 1585.  
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pharmaceuticals and medical devices that undergo lengthy review by the Food 
and Drug Administration (FDA) before they can be marketed.47 PTE is 
essential because, although the USPTO may grant a patent, FDA approval can 
take several years, delaying the company’s ability to market the product.48 As a 
result, the patent term would continue running during such regulatory delays, 
depriving the company of any patent-based market exclusivity benefits.49 PTE 
thus compensates the patentees for any patent term lost due to regulatory 
processes.50 There have been debates over the statutory differences and 
purposes of PTA and PTE, as well as how each interacts with ODP.51  

C. EVOLUTION OF ODP JURISPRUDENCE INVOLVING PATENT TERM 
MODIFICATION 

Several seminal cases trace the evolution of ODP jurisprudence, providing 
nuances into what qualifies as a proper ODP reference while underscoring the 
equitable roots that form the foundation of the doctrine. Despite a few district 
court cases, prior to In re Cellect (“Cellect”) and Allergan, the Federal Circuit had 
scarcely addressed the interaction between ODP and PTA.52 Before the 
URAA, PTA did not exist, and courts relied on the patent’s issuance date to 
assess whether a patentee attempted to improperly prolong the seventeen-year 
exclusivity period. The URAA’s statutory changes raised a fundamental 
question: should issuance dates remain relevant in an ODP analysis, now that 
patent term is based on the filing date? Addressing this mismatch, Gilead 
Sciences, Inc. v. Natco Pharma Ltd. (“Gilead”) and AbbVie v. Mathilda & Terence 
Kennedy Institute of Rheumatology Trust (“AbbVie”) set the scene for the use of 
expiration dates in a post-URAA world to determine ODP outcomes and 
—————————————————————————————— 
 47. Stephanie Plamondon Bair, Adjustments, Extensions, Disclaimers, and Continuations: When 
Do Patent Term Adjustments Make Sense, 41 CAP. U. L. REV. 458, 486 (2013).  
 48. Id. at 486.  
 49. Id. 
 50. Id. 
 51. See, e.g., In re Cellect, LLC, 81 F.4th 1216, 1224–28 (Fed. Cir. 2023); Petition for a 
Writ of Certiorari at *15, Cellect, LLC v. Vidal, (May 20, 2024) (No. 23-1231), 2024 WL 
2379649; Brief for the respondent in opposition at *13–14, Cellect, LLC v. Vidal, (Aug. 21, 
2024) (No. 23-1231), 2024 WL 3914202; see also Abiomed, Inc. v. Maquet Cardiovascular LLC, 
2023 WL 4038564, at *33–34 (D. Mass. 2023). In In re Cellect, Cellect contended that “PTA 
and PTE should be factored into an ODP analysis in the same way” because they have similar 
statutory limitations, legislative intent, and precedents. The USPTO, however, argued that the 
statutory language and precedents support treating PTA and PTE differently from each other 
in an ODP analysis. The Federal Circuit in Cellect ultimately agreed with the USPTO on their 
treatment of PTA and PTE when analyzing ODP. 
 52. See generally Magna Elecs., Inc. v. TRW Auto. Holdings Corp., 2015 WL 11430786, 
at *3–6 (W.D. Mich. 2015); Mitsubishi Tanabe Pharma Corp. v. Sandoz, Inc., 533 F. Supp. 3d 
170 (D.N.J. 2021); Abiomed, 2023 WL 4038564, at *33–34; Cellect, 81 F.4th 1216; Allergan, 111 
F.4th 1358. 
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qualifies as an ODP reference.61 Gilead’s patents at issue, the ’483 and ’375 
patents, do not claim priority to a common patent application, and thus, have 
different expiration dates.62 Natco argued that the ’483 patent should be 
invalidated for ODP over the ’375 patent since the ’483 patent expired after 
the ’375 patent.63 Gilead asserted that the ’375 patent could not serve as an 
ODP reference against the ’483 patent because the ’483 patent was issued 
before the ’375 patent.64 Figure 1 depicts the relationships between these 
patents and their respective filing, issuance, and expiration dates. 

 
Figure 1: Filing, issuance, and expiration dates for Gilead patents65  

 

The Federal Circuit in Gilead addressed ODP in relation to issuance dates 
and expiration dates.66 In Gilead, the Federal Circuit asserted that the issuance 
date is only a “stand-in for the date that really matter[s]—patent expiration.”67 
Rejecting Gilead’s emphasis on the issuance date, the Federal Circuit instead 
held that only the expiration date is relevant in an ODP analysis to prevent 
improper extensions of exclusivity.68 Thus, the Gilead court held that an earlier-
expiring patent could be used as a reference against the later-expiring patent, 
even though the later-expiring patent had been issued first.69 This decision was 
grounded in the principle that, upon patent expiration, the public should be 
free to use an invention and its obvious modifications.70  

—————————————————————————————— 
 61. Id. 
 62. Id. at 1209. 
 63. Id. at 1210. 
 64. Id. at 1209. 
 65. Id. at 1210. 
 66. Id. at 1214–17.  
 67. Id. at 1215. 
 68. Id. at 1215–16. 
 69. Id. at 1217. 
 70. Id. at 1214. 
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The Gilead decision also emphasized the role of patentee misconduct in an 
ODP analysis. Gilead had crafted two separate chains of applications with 
different priority dates.71 The court noted that “if the double patenting inquiry 
was limited by issuance date, inventors could routinely orchestrate patent term 
extensions by (1) filing serial applications on obvious modifications of an 
invention, (2) claiming priority to different applications in each, and then (3) 
arranging for the application claiming the latest filing date to issue first. If that 
were to occur, inventors could obtain additional patent term exclusivity for 
obvious variants of their inventions while also exploring the value of an earlier 
priority date during prosecution.”72 The Gilead court held that focusing on the 
expiration date “guarantees a stable benchmark that preserves the public’s 
right to use the invention . . . when that patent expires.”73  

2. AbbVie Reaffirms the Applicability of  the ODP Coctrine and its Public 
Policy Goals Under the URAA 

AbbVie v. Mathilda & Terence Kennedy Institute of Rheumatology Trust followed 
Gilead in 2014 and resolved the question of whether the doctrine of ODP still 
applied post-URAA.74 In AbbVie, the Federal Circuit made Gilead explicit by 
holding that ODP continued to apply to prevent gamesmanship, where two 
patents were directed to claims that were not patentably distinct but had 
different expiration dates.75 Like Gilead, the Mathilda and Terrance Kennedy 
Institute of Rheumatology Trust (Kennedy) owned two related post-URAA 
patents filed in separate priority chains.76 Filed on August 1, 1996, the first 
patent was the ’766 patent, which claimed priority to a 1992 application 
through a continuation-in-part.77 The second patent, the ’442 patent, claimed 
priority to the date the ’766 patent was filed, August 1, 1996.78 The ’442 patent 
also had 750 days of PTA, and thus was set to expire six years after the 
expiration of the ’766 patent (Figure 2).79  

 

 

—————————————————————————————— 
 71. Id. at 1210. 
 72. Id. at 1215. 
 73. Id. at 1216. 
 74. AbbVie, 764 F.3d at 1374. 
 75. Id.; see also Acadia Pharmas. Inc. v. Aurobindo Pharma Ltd., 706 F. Supp. 3d 477, 488 
(D. Del. 2024) (stating that “AbbVie applied the Gilead rationale, making clear that the 
availability of OTDP remained viable to prevent gamesmanship in certain narrow instances.”). 
 76. AbbVie, 764 F.3d at 1368–71. 
 77. Id. at 1369. 
 78. Id. at 1370. 
 79. Id.  
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Figure 2: Filing, issuance, and expiration dates for AbbVie patents80  

 
 

AbbVie licensed the ’766 patent but not the ’442 patent.81 Unwilling to 
secure an additional license for the ’442 patent, AbbVie sued Kennedy for a 
declaratory judgment that the ’442 patent was invalid for ODP over the ’766 
patent.82 Following a bench trial, the district court held that the ’442 patent was 
invalid for ODP.83 The Federal Circuit affirmed the district court’s finding and 
invalidated the ’442 patent against the ’766 patent under ODP.84  

While AbbVie did not directly address PTA, the AbbVie court noted in 
passing that ODP remains relevant post-URAA, particularly when separate 
applications claiming overlapping subject matter have different expiration 
dates due to examination delays at the PTO or different priority dates.85 Some 
—————————————————————————————— 
 80. See id.; Kevin E. Noonan, Novartis Pharmaceuticals Corp. v. Breckenridge Pharmaceutical Inc. 
(Fed. Cir. 2018), PATENT DOCS (Dec. 11, 2018), https://www.patentdocs.org/2018/12/
novartis-pharmaceuticals-corp-v-breckenridge-pharmaceutical-inc-fed-cir-2018.html. 
 81. AbbVie, 764 F.3d at 1368. 
 82. Id. at 1370.  
 83. AbbVie Inc. v. Mathilda & Terence Kennedy Inst. of Rheumatology Tr., 956 F. Supp. 
2d 429, 429 (S.D.N.Y. 2013). 
 84. AbbVie, 764 F.3d at 1381. 
 85. Id. at 1373 (stating that “[ODP] is designed to prevent an inventor from securing a 
second, later expiring patent for the same invention. That problem still exists [post-URAA]. 
Patents claiming overlapping subject matter that were filed at the same time still can have 
different patent terms due to examination delays at the PTO . . . When such situations arise, 



LE_FINALPROOF_12-18-25 (DO NOT DELETE) 1/11/26 10:54 AM 

2025] OBVIOUSNESS-TYPE DOUBLE PATENTING & PTA 621 

 

have interpreted the AbbVie court’s commentary as suggesting that a PTA-
extended patent term is a scenario in which ODP may apply and override.86 

3. Ezra and Breckenridge Refine the Use of  Expiration Dates in an ODP 
Analysis After Gilead 

The Gilead and AbbVie courts held that a patent’s expiration date serves as 
a proper benchmark in an ODP analysis—in the specific context of patentably 
indistinct applications filed in separate priority chains that naturally result in 
different expiration dates.87 The courts, however, left open whether ODP 
should apply when the difference in expiration dates arises from other 
circumstances. In the aftermath of Gilead and AbbVie, patent infringement 
defendants have sought to extend Gilead’s reasoning to other situations. 
Patents were brought under scrutiny and challenged for ODP even when 
Congress explicitly granted a longer patent term, such as through patent term 
extension (PTE)88 or through the URAA’s intervening change in law.  

Novartis AG v. Ezra Ventures LLC further clarified the scope of Gilead and 
addressed the relationship between ODP and PTE.89 In Ezra, a pre-URAA 
patent was challenged under ODP because its PTE caused it to expire after a 
later-issued post-URAA patent (Figure 3).90 The Federal Circuit held that ODP 
does not invalidate a validly obtained PTE if the claims are otherwise valid 
under its pre-PTE expiration date.91 In making this determination, the court 
pointed out that it is the earlier-filed, earlier-issued patent that has the later 
expiration date due to PTE.92 The court asserted that Ezra does not raise the 
traditional ODP concern of a patentee trying to extend her patent exclusivity 
through a “later-filed patent that [is] not patentably distinct from claims in the 
earlier-filed patent.”93 The court also noted that, unlike Gilead, Ezra did not 
present the same risks of “gamesmanship” through the structuring of priority 
dates.94 More importantly, the Ezra court held that ODP, as a “judge-made 

—————————————————————————————— 
the doctrine of obviousness-type double patenting ensures that a particular invention (and 
obvious variants thereof) does not receive an undue patent term extension.” (citations 
omitted)). 
 86. See Magna Elecs., 2015 WL 11430786, at *1. 
 87. See Gilead, 753 F.3d at 1212, 1217; AbbVie, 764 F.3d at 1374.  
 88. See discussion supra Section II.B.2 for patent term extension (PTE) in 35 U.S.C. § 156 
and its purposes. 
 89. Ezra, 909 F.3d at 1369. 
 90. Id. at 1369–70. 
 91. Id. at 1374. 
 92. Id.  
 93. Id. (emphasis added). 
 94. Id. 
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doctrine,” cannot cut off “a statutorily authorized time extension,” such as 
PTE.95 

 
Figure 3: Filing, issuance, and expiration dates for Ezra patents96  

 

Novartis Pharmaceuticals Corp. v. Breckenridge Pharmaceutical Inc. provides 
another instance where the implementation of the URAA’s new patent term 
law by Congress caused an earlier-filed, earlier-issued, pre-URAA patent to 
expire before a later-filed, later-issued, post-URAA patent (Figure 4), creating 
an ODP issue.97 In a ruling issued on the same date as Ezra, the Federal Circuit 
emphasized that an earlier-expiring post-URAA patent is not a proper ODP 
reference against a later-expiring pre-URAA patent.98 The court acknowledged 
that the pre-URAA patent expires after the post-URAA patent not because of 
“prosecution gamesmanship,” but because of “happenstance of an intervening 
change in patent term law.”99 The court clarified that its holding in Gilead 
applies only to post-URAA patents, and that a change in patent term law 
should not truncate the default, statutorily assigned term in the pre-URAA 
patent.100 More importantly, the court held that expiration dates alone are not 
always dispositive in an ODP analysis.101  

—————————————————————————————— 
 95. Id. at 1375. 
 96. Id. at 1370. 
 97. Breckenridge, 909 F.3d at 1357–58.  
 98. Id. at 1358, 1362. 
 99. Id. at 1364. 
 100. Id. at 1358. 
 101. Id. at 1362–64. 
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PTE, courts have provided inconsistent guidance on the interaction of ODP 
and PTA.  

4. District Courts Grappled with the Interaction of  ODP and PTA Before 
Cellect and Allergan 

Long before Cellect and Allergan, district courts grappled with ODP cases 
involving PTA. In Magna Electronics, Inc. v. TRW Automotive Holdings Corp., the 
U.S. District Court for the Western District of Michigan applied ODP to two 
patents in the same family with different expiration dates because one of them 
accrued PTA while the other did not.105 Both patents had the same priority 
date, and without PTA, both would have expired on the same date.106 
Following Gilead’s instruction of looking to the expiration dates in an ODP 
analysis, the court used the later-filed, later-issued, but earlier-expiring patent 
(without PTA) as the ODP reference to invalidate the later-expiring, but 
earlier-filed, earlier-issued patent (with PTA).107 In other words, the court ruled 
that the earlier-expiring patent without PTA qualified as an ODP reference—
effectively invalidating the later-expiring patent and eliminating its PTA in the 
process.108  

However, some district courts have refused to invalidate patents based on 
ODP, where the only difference in expiration dates came from PTA. In 
Mitsubishi Tanabe Pharma Corp. v. Sandoz, Inc. (“Mitsubishi”), the District Court 
for the District of New Jersey found that the later-expiring patent with PTA 
was not a proper ODP reference to invalidate the earlier-expiring patent 
without PTA.109 The court found that “[t]his case does not raise the traditional 
concern with obviousness-type double patenting” and that “the granting of a 
PTA does not present the potential for gamesmanship by inventors to secure 
a second, later expiring patent for the same invention.”110 The defendant later 
appealed the district court’s decision to the Federal Circuit.111 The case was 
remanded to the district court for modification of the final judgment 
consistent with the district court’s indicative ruling in favor of the patentees.112  

—————————————————————————————— 
 105. Magna Elecs., 2015 WL 11430786, at *3–6 (W.D. Mich. 2015). 
 106. Id.  
 107. Id. 
 108. Id. at *4. 
 109. Mitsubishi, 533 F. Supp. 3d 170 (D.N.J. 2021). 
 110. Id. at 214. 
 111. Notice of Appeal to the Federal Circuit, Mitsubishi Tanabe Pharma Corp. v. Sandoz, 
Inc., 533 F. Supp. 3d 170 (D.N.J. 2021) (No. 3:17-cv-05319). 
 112. Text Order terminating Motion, Mitsubishi Tanabe Pharma Corp. v. Sandoz, Inc., 
533 F. Supp. 3d 170 (D.N.J. 2021) (No. 3:17-cv-05319). 
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Abiomed, Inc. v. Maquet Cardiovascular LLC (“Abiomed”) followed Mitsubishi 
and reached a similar outcome.113 In Abiomed, the first-filed patent with 407 
days of PTA was challenged on the grounds of ODP by a second patent, which 
claimed priority to the first patent. The second patent was filed ten years later, 
received only ninety-eight days of PTA, and thus expired before the first 
patent.114 The District Court for the District of Massachusetts held that ODP 
did not invalidate the first patent in this case.115 Abiomed had attempted to 
distinguish itself from Ezra, but the district court found the arguments 
unpersuasive.116 The court drew a comparison between PTA and PTE and 
found the case analogous to Ezra, where there were no gamesmanship 
concerns underlying the ODP doctrine by the applicant.117 In addressing PTA, 
the court emphasized that “[e]ven if . . . such an extension is unfair to the 
public, the statutory text commits the task of correcting that unfairness to 
Congress, not courts applying a judicially-created doctrine.”118 Abiomed is 
currently on appeal at the Federal Circuit.119 

5. Cellect Spotlights the Interplay Between ODP and PTA, Putting PTA-
Extended Patents at Risk in an ODP Challenge  

While the muddy interaction between ODP and PTA had occasionally 
surfaced in district court cases, In re Cellect thrust this issue into the spotlight.120 
In an ex parte reexamination, the USPTO determined that the claims in four 
of Cellect’s patents were invalid based on ODP over a reference patent and 
issued a rejection.121 Each of these four challenged patents shared the same 
effective filing date as the reference patent.122 Each of the challenged patents 
—————————————————————————————— 
 113. Abiomed, 2023 WL 4038564, at *33–34. 
 114. Id. at 33. 
 115. Id. at 34. 
 116. Id. at 33–34 (Abiomed attempted to distinguish itself from Ezra by contending in 
three ways. First, it contended that the term extension by the first patent is unfair to the public 
(“failing to apply the ODP doctrine here would allow patentees to obtain varying, extended 
terms for multiple patents that claim obvious variations of the same invention.”) Second, it 
contended that the statutory language of 35 U.S.C. § 154 suggests that “any patent extended 
by § 154 cannot be extended past another patent claiming overlapping subject matter.” Third, 
it contended that 35 U.S.C. § 154 and 35 U.S.C. § 156 have different statutory purposes.). 
 117. Id. at 33. 
 118. Id.  
 119. Notice of Appeal to the Federal Circuit, Abiomed, Inc. v. Maquet Cardiovascular 
LLC, 2023 WL 4038564, at *33–34 (D. Mass. 2023) (No 1:16-CV-10914); Abiomed, Inc. v. 
Maquet Cardiovascular LLC (Fed. Cir. 2023) (No. 24-01062).  
 120. See discussion supra Section II.C.5 for district court cases dealing with the interaction 
of ODP and PTA. 
 121. Cellect, 81 F.4th at 1219.  
 122. Id. at 1219–20. The four challenged patents are part of a complex patent family and 
are all interrelated. The ODP reference patents to invalidate these four challenged patents 
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was filed before the reference patent; however, each of them also accrued PTA 
and thus expired later than the reference patent, which had no PTA (Figure 
5).123 None of the challenged patents were subject to a terminal disclaimer, as 
they had never been rejected under ODP during their original prosecution.124  

 
Figure 5: Filing, issuance, and expiration dates for In re Cellect patents125  

 
 

Cellect first appealed the Examiner’s rejections to the Patent Trial and 
Appeal Board (PTAB). The PTAB agreed with the Examiner’s rejections and 
held that ODP should be based on the patent’s adjusted expiration date, 
including PTA.126 Cellect then appealed to the Federal Circuit. The Federal 
Circuit affirmed the PTAB’s findings and concluded that ODP is determined 
based on a patent’s expiration date after PTA has been added.127 In arriving at 
this ruling, the court pointed out that the statutory provisions for PTA and 
PTE have different rationales and purposes.128  

—————————————————————————————— 
form a network across four ex parte reexamination proceedings. However, all invalidated 
claims can be traced back to the ’036 patent, the only family member that did not receive PTA 
and shared the same priority date with the four patents. 
 123. Id.  
 124. Id. at 1219. 
 125. Id. at 1220. 
 126. Id. at 1221–22. 
 127. Id. at 1229. 
 128. Id. at 1227–28. 
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Cellect filed an en banc petition seeking a rehearing at the Federal Circuit 
in January 2024, but the court denied the petition.129 In May 2024, Cellect filed 
a petition for a writ of certiorari with the U.S. Supreme Court.130 Several brand-
name and generic drug companies, industry groups, and bar associations have 
since filed amicus briefs in response to the writ of certiorari to voice their 
opinions and policy justifications.131 However, in October 2024, the Supreme 
Court denied Cellect’s petition for a writ of certiorari, allowing the rulings of 
the Federal Circuit to stand.132 

III. ALLERGAN V. MSN 

Following Cellect, district courts were left to continue navigating the 
interaction between ODP and PTA on their own. This has proven challenging. 
Courts have taken divergent approaches, interpreting the Cellect decision 
differently and issuing conflicting rulings in PTA-related ODP cases. The 
confusion is most pronounced in the District of Delaware, which hears many 
patent cases.133 In Acadia Pharmaceuticals Inc. v. Aurobindo Pharmaceuticals Ltd. 
(“Acadia”) and Allergan, two judges in the District of Delaware reached 
opposing conclusions on whether ODP can invalidate an earlier-filed patent 
that expires later due to PTA, despite the cases having similar fact patterns.134 
In Acadia, the district court held that “only earlier-filed patents are proper 
[ODP] references.”135 The court asserted that “the claims in the challenged 
—————————————————————————————— 
 129. Petition for Rehearing En Banc, Cellect, 81 F.4th 1216 (Fed. Cir. 2023) (Nos. 22-1293, 
22-1294, 22-1295, 22-1296). 
 130. Petition for a Writ of Certiorari, denied, Cellect, LLC v. Vidal, 145 S. Ct. 153 (Oct. 7, 
2024) (No. 23-1231). 
 131. See generally Brief Amicus Curiae of The New York Intell. Prop. L. Assoc., Cellect, 
LLC v. Vidal, 2024 WL 2798145 (May 28, 2024) (No. 23-1231); Brief Amicus Curiae of Intell. 
Prop. L. Assoc., Cellect, LLC v. Vidal, 2024 WL 3162077 (June 20, 2024) (No. 23-1231); Brief 
Amicus Curiae of Teige P. Sheehan, Cellect, LLC v. Vidal, 2024 WL 3179564 (June 21, 2024) 
(No. 23-1231); Brief Amici Curiae of Pharm. Rsch. & Mfrs. of Am., et al., Cellect, LLC v. 
Vidal, 2024 WL 3179568 (June 21, 2024) (No. 23-1231); Brief Amici Curiae of Sonos, Inc., et 
al., Cellect, LLC v. Vidal, 2024 WL 3179567 (June 21, 2024) (No. 23-1231); Brief Amicus 
Curiae of Am. Intell. Prop. L. Assoc., Cellect, LLC v. Vidal, 2024 WL 3179569 (June 21, 2024) 
(No. 23-1231); Brief Amici Curiae of Sanofi, et al., Cellect, LLC v. Vidal, 2024 WL 3179565 
(June 21, 2024) (No. 23-1231); Brief Amicus Curiae of Inari Agric., Inc., Cellect, LLC v. Vidal, 
2024 WL 3936689 (Aug. 21, 2024) (No. 23-1231).  
 132. Petition for a Writ of Certiorari, denied, Cellect, LLC v. Vidal, 2024 WL 2379649 (May 
20, 2024) (No. 23-1231).  
 133. Delaware Disclosure Debacle Depressed District’s NPE Filings in 2024, RPX (Feb. 26, 2025), 
https://www.rpxcorp.com/data-byte/delaware-disclosure-debacle-depressed-districts-npe-
filings-in-2024/ (finding that District of Delaware was in second place for overall patent 
litigation in 2024). 
 134. See Acadia, 706 F. Supp. 3d 477, 489 (D. Del. 2023); Allergan, 694 F. Supp. 3d at 590. 
 135. Acadia, 706 F. Supp. 3d at 487.  
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patent were earlier-filed and thus are entitled to their full term, including the 
PTA.”136 However, in Allergan, the district court went one step further and 
invalidated the first-filed, first-issued patent under ODP solely because it had 
PTA and expired later, stating that the “first-filed, first-issued distinction [was] 
immaterial.”137 The Federal Circuit later reversed the district court’s decision 
and held that ODP cannot cut short the term of a first-filed, first-issued patent 
based on later-filed family members with less or no PTA.138 This Part 
delineates Allergan’s background and procedural history from the district court 
to the Federal Circuit.  

A. CASE BACKGROUND 

Allergan markets and sells eluxadoline tablets under the brand name 
Viberzi, following FDA approval in 2015.139 The first patent application 
covering eluxadoline, assigned to Janssen, was U.S. Patent Application No. 
11/079,647.140 This application was filed on March 14, 2005, and issued on 
June 22, 2010 as U.S. Patent No. 7,741,356 (“the ’356 patent”).141 Due to delays 
during prosecution at the USPTO, the ’356 patent received a PTA of 1,107 
days.142 It also received an additional 1,068 days of PTE to compensate for the 
FDA’s delay in approving Viberzi.143 As part of obtaining PTE after FDA 
approval, Janssen disclaimed all but 467 days of the awarded PTA.144 Thus, the 
’356 patent will expire on June 24, 2026, after accounting for PTA.145 

Janssen owns two other patents relevant to this case, U.S. Patent No. 
8,344,011 (“the ’011 patent”) and 8,609,709 (“the ’709 patent”).146 These 
patents claim priority from the March 14, 2005 filing date of the ’356 patent, 
and are related to the ’356 patent as continuations.147 Both the ’011 and the 
’709 patents did not receive any PTA and will expire on March 14, 2025, twenty 
years from their priority dates.148 Because all three patents share a priority date, 
all would have expired on the same day.149 However, because the ’356 patent 

—————————————————————————————— 
 136. Id. 
 137. Allergan, 694 F. Supp. 3d at 540. 
 138. Allergan, 111 F.4th at 1369. 
 139. Id. at 1362. 
 140. Id.; U.S. Patent App. No. 11/079,647 (filed Mar. 14, 2005).  
 141. Allergan, 111 F.4th at 1362. 
 142. Id. at 1363. 
 143. Id.  
 144. Id.  
 145. Id.  
 146. Id.  
 147. Id.  
 148. Id.  
 149. Id. at 1364. 
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had accrued an additional 467 days of PTA, it now expires later than the ’011 
and the ’709 patents.150 Figure 6 depicts the relationships between these patents 
and their respective filing, issuance, and PTA-adjusted expiration dates. 
 

Figure 6: Filing, issuance, and expiration dates for Allergan patents151  

 
 

In July 2019, Sun Pharmaceutical Industries (Sun) filed an Abbreviated 
New Drug Application (ANDA) to the FDA, seeking approval to sell a generic 
version of Allergan’s Viberzi.152 Per the ANDA filing requirements under the 
Hatch-Waxman Act, Sun submitted a Paragraph IV certification, asserting that 
the claims in Allergan’s ’356 patent were invalid or not infringed by the 
manufacture, use, or sale of Sun’s generic product.153 On October 8, 2020, Sun 
notified Allergan of its certification via a notice letter.154 

Three weeks later, Allergan filed a complaint against Sun for directly 
infringing claim 40 of its ’356 patent.155 As part of its defense strategy, Sun 
contended that claim 40 of the ’356 patent was invalid for ODP over certain 
claims in Allergan’s ’011 patent and ’709 patents.156 Sun asserted that the ’356 
patent was invalid for ODP because it had accrued PTA, and thus, expired 
after the ’011 and ’709 patents, and because the claims are not patentably 

—————————————————————————————— 
 150. Id.  
 151. Id.  
 152. Id. at 1364–65. 
 153. Id. at 1365. 
 154. Id.  
 155. Id.  
 156. Id.  
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distinct.157 In response, Allergan argued that ODP was not applicable because 
the ’356 patent was the first eluxadoline patent to be filed and issued.158 
Allergan did not contest that claim 40 was not patentably distinct from the 
reference claims.159  

B. PROCEDURAL HISTORY 

1. District of  Delaware 

The district court sided with Sun, finding claim 40 of the ’356 patent invalid 
for ODP.160 Allergan had argued that, as the first-filed, first-issued patent for 
eluxadoline, the ’356 patent should not be subject to ODP over the later-filed, 
later-issued reference patents.161 The district court, however, deemed this 
“first-filed, first-issued” distinction “immaterial.”162 Instead, the court 
emphasized the use of patent expiration dates for ODP, citing Gilead’s holding 
that ODP is determined by comparing “patent expiration dates, rather than 
filing or issuance dates.”163 The court also relied on the Federal Circuit’s recent 
decision in Cellect, which established that “ODP for a patent that has received 
[patent-term adjustment (PTA)], regardless [of] whether or not a terminal 
disclaimer is required or has been filed, must be based on the expiration date 
of the patent after PTA has been added.”164 As a result, the court invalidated 
claim 40 of the ’356 patent because its PTA-adjusted expiration date extended 
beyond that of the ’011 and ’709 patents, despite being filed and issued first.165 
The court also noted that ODP should not be influenced by equitable 
concerns, a line of reasoning that Cellect had previously rejected.166 

2. Federal Circuit 

After the district court’s ruling, Allergan appealed to the Federal Circuit.167 
On August 13, 2024, the Federal Circuit, which consisted of the same three-
judge panel that decided In re Cellect, reversed the district court’s decision and 

—————————————————————————————— 
 157. Id.  
 158. Id.  
 159. Id.  
 160. Id. 
 161. Id.  
 162. Allergan, 694 F. Supp. 3d at 540. 
 163. Id. (citing Gilead, 753 F.3d at 1215–17). 
 164. Id. at 540, 522 (citing Cellect, 81 F.4th at 1229). 
 165. Id. at 541. 
 166. Id. at 540; see also Cellect, 81 F.4th at 1230 (The Federal Circuit in Cellect held that “an 
applicant’s ability to show that it did not engage in gamesmanship in obtaining a grant of PTA 
is not sufficient to overcome a finding that it has received an unjust timewise extension of 
term.”). 
 167. Allergan, 111 F.4th at 1366. 
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held that “a first-filed, first-issued, later-expiring claim cannot be invalidated 
by a later-filed, later-issued, earlier-expiring reference claim having a common 
priority date.”168 In other words, the “first-filed, first-issued patent in [the] 
family” establishes “the maximum period of exclusivity for the claimed subject 
matter.”169 The Federal Circuit provided four key rationales for its decision. 

First, the Federal Circuit addressed the district court’s reliance on Cellect. 
To reconcile its seemingly contrasting decisions in Cellect and Allergan, the 
Federal Circuit clarified that Cellect was not applicable in this case as it 
addressed a different question related to ODP.170 Specifically, the Federal 
Circuit pointed out that Cellect “does not address, let alone resolve, any 
variation of the question presented here—namely, under what circumstances 
can a claim properly serve as an ODP reference.”171 In other words, Cellect did 
not resolve any question as to what patents can and cannot serve as ODP 
reference patents. The patentee in Cellect never disputed whether the asserted 
reference patents were appropriate ODP references, instead arguing only that 
(i) ODP can never be invoked to negate a PTA and (ii) that ODP should not 
apply in that case on equitable grounds because there was no strategic 
manipulation of patent term or risk of separate ownership.172 Because the 
patentee in Cellect did not raise the question of whether the ODP reference was 
appropriate, they waived these arguments, allowing the court to subsequently 
use the unvetted reference in an ODP analysis without addressing its 
propriety.173  

The Federal Circuit in Allergan explained that, while Cellect requires 
consideration of a PTA-adjusted expiration date in an ODP analysis, this does 
not mean that the ’356 patent must be invalidated by the child patents simply 
because it expires later.174 Distinguishing from Cellect, the Federal Circuit 
further held that the ’011 and ’709 patents were not proper ODP references 
because they were both filed and issued after the ’356 patent.175 Citing Miller v. 
Eagle Manufacturing Co., the court reiterated that the purpose of ODP is to 
prevent inventors from improperly extending the term of the first patent by 

—————————————————————————————— 
 168. Id. at 1369. 
 169. Id.  
 170. Id. at 1368–69. 
 171. Id.  
 172. Cellect, 81 F.4th at 1222, 1229–30. 
 173. See Acadia, 706 F. Supp. 3d at 487 (stating that “Cellect opted not to challenge the 
availability of the reference patents being used in an OTDP challenge, and ‘instead focused its 
argument on whether or not [OTDP] could cut short a grant of PTA’ (quoting In re Cellect, 81 
F.4th at 1222).”).  
 174. Allergan, 111 F.4th at 1368. 
 175. Id. at 1369. 
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obtaining a second patent for a non-distinct invention.176 Here, the court held 
that the ’356 patent was the first eluxadoline patent—whether measured by 
filing date or issuance date.177 Because the applications for the ’011 and ’709 
patents were filed after the ’356 patent had already been issued, both of these 
patents were “unquestionably ‘second’ to [the ’356] patent.”178 As such, it was 
improper to use them in an ODP analysis to invalidate the earlier-issued ’356 
patent.179 The court concluded that as the “first-filed, first-issued patent in its 
family,” the ’356 patent “sets the maximum period of exclusivity for the 
claimed subject matter.”180  

Second, the Federal Circuit asserted that its conclusion aligned with 
established case law.181 Referencing Ezra, the court explained that “the 
traditional concern with obviousness-type double patenting” does not apply 
when “the earlier-filed, earlier issued . . . patent, not the later-filed, later-issued 
. . . patent, (. . .) has the later expiration date.”182 The court also cited 
Breckenridge, noting that an earlier-filed, earlier-issued, pre-URAA patent that 
expires after a later-filed, later-issued, post-URAA patent should not be 
invalidated for ODP due to changes in statutory patent term law.183  

Third, the Federal Circuit addressed the district court’s use of patent 
expiration dates for ODP in light of Gilead. In Gilead, the Federal Circuit had 
established that an ODP analysis must rely on the expiration dates, rather than 
the previously used issuance dates.184 However, Gilead involved a situation 
where the asserted patent, though issued first, had a later filing and priority 
date, resulting in it expiring after the reference claims.185 As a result, by 
focusing on the expiration dates, Gilead held that a later-issued, earlier-expiring 
patent can serve as an ODP reference to invalidate an earlier-issued, later-
expiring patent.186 The post URAA scenario contemplated in Gilead can give 
rise to gamesmanship, where an inventor claims obvious variants in unrelated 
applications and improperly extends the patent term.187  

—————————————————————————————— 
 176. Id. (citing Miller v. Eagle Mfg. Co., 151 U.S. 186, 198 (1894)). 
 177. Id.  
 178. Id. (emphasis added).  
 179. See id.  
 180. Id.  
 181. Id. at 1370. 
 182. Id. (citing Ezra, 909 F.3d at 1374). 
 183. Id. (citing Breckenridge, 909 F.3d at 1366). 
 184. Id. (see Gilead, 753 F.3d at 1215–17). 
 185. Id.  
 186. Id.  
 187. Id.  
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Unlike in Gilead, here, the ’356 patent was both filed and issued before the 
’011 and ’709 patents.188 All three of Allergan’s patents shared the same priority 
date, and the difference in expiration dates was solely due to PTA of the 
challenged patent.189 Thus, the risk of gamesmanship was minimal. The Federal 
Circuit highlighted this distinction and clarified that Gilead “did not address 
the role of filing dates.”190 Consequently, the court concluded that because the 
’356 patent was the first patent in its family to be filed and issued, it did not 
“extend . . . the monopoly . . . beyond the period allowed by law.”191  

Finally, the Federal Circuit acknowledged that the prosecution of “a first-
of-its-kind invention” typically requires “greater time and effort by the 
applicant and examiner alike.”192 Thus, first-filed applications are more likely 
to receive PTA than later-filed continuing applications covering modifications 
of that invention, which “proceed[s] much more efficiently through 
prosecution.”193 As a result, child patents generally receive little to no PTA and 
often expire “no later than the parent patent.”194 Therefore, no improper 
patent term lengthening can reasonably result from the child patents.195 The 
parent patent also cannot be said to improperly extend the term of a child 
patent that might not have even existed when the parent was issued.196 As such, 
the court concluded that invalidating a first-filed, first-issued parent patent 
with PTA based on a later-filed, later-issued child patent “would not only run 
afoul of the fundamental purposes of ODP, but effectively abrogate the 
benefit Congress intended to bestow on patentees when codifying PTA.”197 In 
other words, such a decision would force patent owners to disclaim any PTA 
awarded to the parent patent to match the term of the child patent, effectively 
negating any benefits Congress intends to provide with PTA and guaranteed 
statutory term.198  

Following the Federal Circuit’s opinions, Sun filed a combined petition for 
panel rehearing and rehearing en banc.199 Citing Cellect and Gilead in its petition, 
Sun contended that the Federal Circuit’s decision conflicted with these cases 

—————————————————————————————— 
 188. Id.  
 189. Id.  
 190. Id.  
 191. Id. (citing Miller, 151 U.S. at 198). 
 192. Id. at 1371. 
 193. Id.  
 194. Id.  
 195. Id.  
 196. Id.  
 197. Id.  
 198. Id.  
 199. Combined Petition for Panel Rehearing and Rehearing En Banc, Allergan USA, Inc. 
v. MSN Lab’ys Priv. Ltd., 111 F.4th 1358 (Fed. Cir. 2024) (No. 24-1061). 
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and that the Federal Circuit lacked the authority to “create exceptions to this 
Court’s precedent.”200 In November 2024, Sun withdrew its rehearing 
petition.201  

IV. ALLERGAN PROVIDES A NECESSARY CLARIFICATION 
FOR THE INTERACTION BETWEEN ODP AND PTA 

Part IV examines the Federal Circuit’s reasoning for its precedential 
decision in Allergan and argues that Allergan is consistent with ODP case law, 
equitable doctrine, congressional intent behind PTA, and current patent 
practice. This Part also discusses how Allergan will affect ODP scenarios with 
PTA moving forward and explores how patentees can best navigate these 
scenarios.  

A. ALLERGAN CLARIFIES SCOPES OF ODP POST-CELLECT  

The Federal Circuit’s decision in Cellect and the district court’s decision in 
Allergan put patent families with PTA at risk of invalidation due to ODP. More 
than four hundred thousand patents issued over the past twenty years could 
face ODP invalidation due to one family member having PTA, and thus, a 
longer patent term.202 Many of these at-risk patents are first-filed, first-issued 
patents that expire later than their continuations due to PTA.203 The Federal 
Circuit’s decision in Allergan provides reassurance for the patent community in 
this critical scenario by holding that a first-filed, first-issued, later-expiring 
patent cannot be invalidated for ODP by a later-filed, later-issued, earlier-
expiring patent having a common priority date.204 This Section contends that 
this decision aligns with the equitable concerns underlying the ODP doctrine 
and clarifies previous courts’ use of patent expiration dates in an ODP analysis. 

—————————————————————————————— 
 200. Id. at 4–5 (stating that “[r]egardless of the merits, the panel cannot create exceptions 
to this Court’s precedent: ‘In this Circuit, a later panel is bound by the determinations of a 
prior panel, unless relieved of that obligation by an en banc order of the court or a decision of 
the Supreme Court.’ Deckers Corp. v. United States, 752 F.3d 949, 959 (Fed. Cir. 2014).”) 
 201. Unopposed Motion for Withdrawal of Combined Petition for Panel Rehearing and 
Rehearing En Banc, Allergan USA, Inc. v. MSN Lab’ys Priv. Ltd., 111 F.4th 1358 (Fed. Cir. 
2024) (No. 24-1061).  
 202. Dennis Crouch, Cellect: Unveiling the Potential Impact on Patent Term Adjustment, 
PATENTLY-O (July 8, 2024), https://patentlyo.com/patent/2024/07/unveiling-potential-
adjustment.html. 
 203. Id. 
 204. Allergan, 111 F.4th at 1369. 
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1. Allergan Addresses the Equitable Concerns Under Which ODP Doctrine 
Was Established 

The Federal Circuit rightly decided Allergan, as the decision is consistent 
with the equitable concerns and circumstances underlying the ODP doctrine. 
Historically, ODP was established to prevent a patentee from extending their 
“exclusive rights to an invention through claims in a later-filed patent that are 
not patentably distinct from claims in the earlier[-]filed patent.”205 The purpose 
of ODP is to prevent a patent owner from “extending the exclusivity rights over 
his invention beyond a full patent term.”206 This ensures that “the public gets the 
benefit of the invention after the original period of monopoly expires.”207 A 
patent represents a bargain struck with the public: in exchange for fully 
disclosing an invention, the inventor obtains patent exclusivity for a period of 
time, after which the public is free to use the invention.208 The prohibition on 
double patenting prevents a patentee from “extend[ing] or prolong[ing] the 
monopoly beyond the period allowed by law.”209 Courts have consistently 
reinforced this foundational principle, prohibiting patentees from extending 
their monopolies through obvious variants of the original invention.210  

In this historical context, the first-filed, first-issued patent is the patent that 
defines the original monopoly period and the inventor’s agreement with the 
public, establishing when the invention becomes freely available for public use. 
The first-filed patent cannot be the one with which the patentee tries to 
improperly extend this term, because it sets the original term.211 In other words, 
there is no previously claimed subject matter to double patent, nor any 
monopoly to extend, until the first-filed patent issues.212 Moreover, patentees 
cannot file terminal disclaimers on a first-filed patent at the time of issuance, 
as later-filed patents do not yet exist.213 Thus, in Allergan, the alleged reference 
patents were inappropriate ODP references to the first-filed patents, because 
they are continuations filed years later.214 They expire earlier merely due to the 
variations in the timing of their prosecution by the USPTO. Therefore, ODP 

—————————————————————————————— 
 205. Procter & Gamble Co. v. Teva Pharm. USA, Inc., 566 F.3d 989, 999 (Fed. Cir. 2009) 
(emphasis added). 
 206. Breckenridge, 909 F.3d at 1367 (emphasis added). 
 207. AbbVie, 764 F.3d at 1373 (emphasis added). 
 208. Gilead, 753 F.3d at 1212.  
 209. Miller, 151 U.S. at 198. 
 210. See id.; AbbVie, 764 F.3d at 1373; Gilead, 753 F.3d at 1214–15; Ezra, 909 F.3d at 1374. 
 211. See Brief for Plaintiffs-Appellants, Allergan USA, Inc. v. MSN Lab’ys Priv. Ltd., 111 
F.4th 1358 (Fed. Cir. 2024) (No. 24-1061). 
 212. Id. 
 213. Id. at 5. 
 214. Allergan, 111 F.4th at 1368. 
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cannot apply in such circumstances, as there is no inequity concern in 
preserving the full term of the first-filed patent. The inventor’s bargain with 
the public remains intact.215 Thus, Allergan confirms ODP as an equitable 
doctrine as precedents require. 

2. Rigid Application of  Expiration Dates for ODP Analysis Has Never 
Been Some Previous Courts’ Intent 

A closer reading of the Federal Circuit’s opinion in Cellect suggests that the 
court likely did not intend to subject the first-filed, first-issued patent in the 
family to ODP if it expires earlier than the later-filed, later-issued patents. 
However, the district court in Allergan mechanically applied Cellect, holding that 
any earlier-expiring patent could serve as an ODP reference patent.216 The 
Federal Circuit in Allergan reversed, and to reconcile two seemingly contrasting 
rulings in Cellect and Allergan, it clarified that Cellect did not address which 
patents can serve as ODP references.217 Because the patentee in Cellect waived 
this issue, the court never had the opportunity to determine which “earlier-
filed” patents could be properly used as ODP references.218 In fact, Allergan is, 
in some ways, consistent with Cellect. The Cellect court stated that “claims in . . . 
challenged patents are entitled to their full term, including the duly granted 
PTA, unless they are found to be later-filed obvious variations of earlier-filed, 
commonly owned claims.”219 The court in Cellect also repeatedly emphasized 
that ODP “limits the term of a patent or, at least, ties later-filed, commonly 
owned, obvious variations to the expiration date of an earlier-filed reference 
patent.”220 Moreover, the court asserted that “ODP determination depends on 
an assessment of obviousness, i.e., whether the claims of a later-expiring patent 
would have been obvious over the claims of an earlier-expiring patent owned 
by the same party.”221 Thus, the Cellect court never likely intended to invalidate 
a first-filed, first-issued patent for ODP based on a later-filed, later-issued 
patent. 

Allergan is also consistent with precedents set before Cellect. Following the 
Cellect decision, the district court in Allergan rigidly applied a rule that any 
earlier-expiring patent can serve as an ODP reference patent.222 A closer 
—————————————————————————————— 
 215. See, e.g., AbbVie, 764 F.3d at 1372–73; Ezra, 909 F.3d at 1374 (The “traditional 
concern” of “extending his exclusive rights” is not implicated where “it is the earlier-filed, 
earlier-issued” patent “that has the later expiration date.”). 
 216. See Allergan, 694 F. Supp. 3d at 511. 
 217. Allergan, 111 F.4th at 1368–69. 
 218. Acadia, 706 F. Supp. 3d at 487–88. 
 219. Cellect, 81 F.4th at 1230 (emphasis added). 
 220. Id. at 1226 (emphasis added). 
 221. Id. (emphasis added).  
 222. See generally Allergan, 694 F. Supp. 3d. 
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reading of Gilead and Breckenridge indicates that the court never intended the 
use of a proxy date for ODP to be as rigid and absolute as Cellect implies. The 
court did not aim to rely solely on a simplistic comparison of either expiration 
dates or issuance dates (pre-URAA) in an ODP analysis. Instead, these dates 
originate from the unique circumstances arising from changes in patent term 
law, as well as the specific fact patterns of the case.223 For instance, the Gilead 
court stated that it was deciding only the “narrow question” of “[c]an a patent 
that issues after but expires before another patent qualify as a [ODP] reference 
for that other patent,” and held only that, “under the circumstances of this case . . . 
it can.”224 In other words, previous courts have made it clear that using issuance 
dates or expiration dates is not a bright-line rule in an ODP analysis.  

In Gilead, the patentee had received the full statutory term for the first-
filed patent, but continued to extend its monopoly by pursuing patentably 
indistinct claims in a separate chain of application.225 The Federal Circuit in 
Gilead reasoned that relying solely on the issuance date in an ODP analysis in 
a post-URAA world would allow applicants to engage in “significant 
gamesmanship during prosecution.”226 The Gilead court then limited its 
holding to the circumstances of the case to prevent gamesmanship when 
issuance dates are used in an ODP analysis.227 Thus, the Federal Circuit’s 
rationale for moving away from the issuance dates stems from its intent to 
curtail gamesmanship, where patentees could file multiple applications with 
different filing dates and allow the latest filed to issue first.228 In post-URAA 
cases like Allergan, when two patents share the same priority date, the risk of 
unjustified term extension is reduced since both patents are expected to expire 
simultaneously—unless a term extension is granted by Congress, such as 
through PTA or PTE. 

Similarly, the Federal Circuit in Breckenridge made it clear that ODP should 
not be determined solely by a mechanical comparison of expiration dates.229 
There, the Federal Circuit held that an earlier-expiring post-URAA patent 
could not be used to invalidate a later-expiring pre-URAA patent.230 Although 
Breckenridge addressed whether a later-issued, earlier-expiring post-URAA 
patent could serve as an ODP reference against an earlier-issued, later-expiring 

—————————————————————————————— 
 223. Gilead, 753 F. 3d at 1211–12, 1217. 
 224. Id. (“We therefore hold that an earlier-expiring patent can qualify as an [ODP] 
reference for a later-expiring patent under the circumstances here.”) (emphasis added). 
 225. Id. at 1210. 
 226. Id. at 1215. 
 227. Id. at 1212, 1217. 
 228. See id. at 1215–16. 
 229. Breckenridge, 909 F.3d at 1364–67. 
 230. Id. at 1366. 
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U.S.C. § 154(a)(2) and § 154(b)(1). Using ODP to undermine this statutory 
framework would unduly encroach upon legislative power.  

Additionally, when enacting the Patent Term Guarantee Act, Congress 
acknowledged that patentees may still need to file terminal disclaimers for 
later-filed applications if an earlier patent had already exhausted the monopoly 
for that invention.254 Congress codified this principle into 35 U.S.C. 
§ 154(b)(2)(B), which states that “[n]o patent the term of which has been 
disclaimed beyond a specified date may be adjusted under this section beyond 
the expiration date specified in the disclaimer.”255 In Cellect, the Federal Circuit 
interpreted the statutory language in § 154(b)(2)(B) to hold that both ODP and 
terminal disclaimers should be applied after PTA is added to a patent’s 
expiration date.256 In other words, terminal disclaimers can cut short PTA, and 
a grant of PTA cannot extend beyond the expiration date set by a terminal 
disclaimer.257 However, the statutory language in 35 U.S.C. § 154(b)(2)(B) is 
also clear that this limitation only applies to a patent whose term “has been 
disclaimed”—a condition that does not apply to a first-filed, first-issued 
patent, such as the challenged patent in Allergan.258 Patentees cannot file 
terminal disclaimers on a first-filed patent upon its issuance, as no other 
patents from the same family exist at that time to justify such a disclaimer. 
Thus, § 154(b)(2)(B) cannot apply to first-filed patents, and PTA for first-filed 
patents should not be cut off by terminal disclaimers or ODP, as the Federal 
Circuit concluded in Allergan.259  

C. ALLERGAN IS CONSISTENT WITH WELL-ESTABLISHED PATENT 
PRACTICE 

A patent is part of an ongoing continuum of innovation. Technology often 
advances in incremental, interconnected steps. In many industries, the first 
fundamental invention is just the foundation for further applications and 
improvements. The doctrine of double patenting encourages incremental 
secondary innovations and follow-on research in continuation applications by 
presenting a trade-off between patent term and patent scope.260 In exchange 
for broader patent claim coverage and a lead over competitors researching 

—————————————————————————————— 
 254. 35 U.S.C. § 154(b)(2)(B). 
 255. Id. 
 256. Cellect, 81 F.4th at 1226–29. 
 257. See id. 
 258. See id. 
 259. See Allergan, 111 F.4th at 1371. 
 260. ROBERT PATRICK MERGES & JOHN FITZGERALD DUFFY, PATENT LAW AND 
POLICY: CASES AND MATERIALS 1165 (8th ed. 2021). 
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inventors frequently file multiple patents for the same technology, with an 
initial application that discloses, but may not claim, related inventions.268 An 
inventor might also accept narrow initial claims to expedite the issuance of a 
first foundational patent. However, if inventors fear losing patent terms due 
to ODP, they may be compelled to file applications with broad claim scope 
from the beginning. These broader applications would take longer to draft and 
process, thus overburdening the USPTO. As noted in In re Braithwaite, “all [the 
patentee] is getting from this [later-filed] application—and for only the 
remainder of the same term—are additional, more specific claims which would 
serve as a second line of defense if the dominating claims should prove to be 
vulnerable.”269 Discouraging patentees from prosecuting such continuations 
“would principally serve to deprive the public of the knowledge contained in 
the added disclosures.”270 

D. TWO-PRONG INQUIRY TO DETERMINE OUTCOMES FOR ODP 
SCENARIOS WITH PTA 

While Allergan has limited Cellect in a critical scenario for the patent 
community, courts have yet to address several other ODP scenarios involving 
PTA post-Cellect. This Section first clarifies what has been implicitly assumed 
in ODP jurisprudence by proposing a two-prong approach to ODP analysis—
one that considers both the propriety of the alleged ODP reference and any 
equitable concerns. It then examines other ODP scenarios involving PTA that 
were not covered by Allergan—specifically when the patents share the same 
priority date and the only difference in expiration dates is due to PTA granted 
to the challenged patent. Applying the two-prong approach in these scenarios, 
this Section shows that a prior patent can still invalidate a later patent if 
traditional ODP concerns are present, because such a prior patent would 
qualify as a proper ODP reference.271 Finally, this Section identifies measures 
patentees can take to reduce ODP risks in these scenarios. 

—————————————————————————————— 
 268. Id. 
 269. In re Braithwaite, 379 F.2d 594, 601 (C.C.P.A. 1967). 
 270. Id.  
 271. This Section uses “first” versus “second” and “earlier” or “prior” versus “later” 
interchangeably to denote the order of the filing, issuance, and expiration dates of the patents 
in the scenario analysis. The main point is to consider any patents that might extend the original 
patent monopoly. Strictly speaking, using “earlier” or “prior” versus “later” offers a broader, 
more generalized description. In Allergan, the court strictly limited its language and decision to 
the “first-filed, first-issued” patent that was challenged, but did not address other broader 
scenarios. 
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1. An ODP Analysis Requires a Dual Approach that Considers Both ODP 
Reference Propriety and Traditional Concerns, and an Assessment of  
Effective Filing Dates and Expiration Dates  

The recent Allergan decision suggests that courts may need to adopt a 
combined approach—analyzing both the effective filing dates and the 
expiration dates—to assess whether an alleged ODP reference is proper. 
Examining patent expiration dates is crucial to ensure that there is no 
unjustified term extension, which is the core concern of ODP. As explained 
in Gilead, “[p]ermitting any earlier expiring patent to serve as a double patenting 
reference for a patent . . . guarantees a stable benchmark that preserves the 
public’s right to use the invention (and its obvious variants) that are claimed in 
a patent when that patent expires.”272  

However, considering effective filing dates as part of the analysis helps 
prevent situations like the one in Allergan. For patents with different effective 
filing dates (e.g., patents from different families), this combined approach 
allows for a straightforward ODP reference determination: an earlier-filed 
patent, with or without PTA, can serve as an ODP reference for a later-filed 
patent. In such cases, ODP rejections would only apply to the later-filed 
patent, preserving the equitable purpose of ODP. For patents with the same 
effective filing dates (e.g., continuations in a family), looking at the effective 
filing dates would create a tie between the two patents. In that case, a two-
prong analysis may be necessary: first, to determine whether an alleged 
reference is a proper ODP reference (i.e., ODP reference propriety) (Prong 
One), and second, to determine whether the challenged patent raises any 
traditional ODP equitable concerns (i.e., unjustified timewise extension of a 
patent monopoly based on later obvious variations of the same invention) 
(Prong Two). If both conditions are met, ODP may still cut off the PTA-
extended term of the challenged patent. Courts have implicitly used this two-
prong approach in traditional ODP jurisprudence. However, in complex ODP 
cases involving concurrent term modification mechanisms, this inquiry 
becomes particularly vital and warrants an emphasis.  

Allergan presents an ideal example to apply this two-prong inquiry. Under 
Prong One, the later-filed, later-issued patent in Allergan would be an improper 
ODP reference for the first-filed, first-issued patent. Under Prong Two, no 
traditional concerns with ODP would arise in this case, as there is no 
unjustified timewise extension of patent monopoly. Thus, Allergan fails both 
tests: the term of the challenged patent can be extended via PTA. Further, 
there are other ODP scenarios involving PTA that remain unresolved by 

—————————————————————————————— 
 272. Gilead, 753 F.3d at 1216. 
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Allergan. In such cases, the joint analysis of effective filing dates and expiration 
dates might prove inconclusive. The following Section explores these 
scenarios and further demonstrates how this two-prong approach can be 
applied to achieve fair and consistent outcomes.  

2. ODP Scenarios with PTA Not Covered by Allergan 

Figure 7 illustrates five common post-URAA ODP scenarios involving 
PTA. Scenarios 1 and 2 in this Figure represent the typical ODP fact pattern, 
where two patents have different effective filing dates and, thus, different 
expiration dates. Consistent with the holding in Gilead, which involved patents 
from separate priority chains, the earlier-expiring patent in these two scenarios 
qualifies as a proper ODP reference for the later-expiring patent. Any PTA 
granted to the later-expiring patent would only further shift its expiration date, 
and ODP could still truncate the PTA-lengthened term.  

Allergan narrowed Cellect in one specific instance: it protects first-filed, first-
issued patents that receive PTA, shielding them from ODP challenges by later-
filed continuations that share the same priority date (depicted broadly as 
Scenario 5 in Figure 7).273 In other words, a first-filed patent is immune from 
an ODP challenge posed by a later-filed but earlier-expiring patent within the 
same family. Now that Cellect’s writ of certiorari to the Supreme Court has been 
denied, several other ODP scenarios remain unresolved.  

First, the Allergan court confined its holding to “first-filed, first-issued” 
challenged patents,274 rather than adopting broader language such as “earlier-
filed, earlier-issued.” Thus, Allergan might be interpreted as narrowly applicable 
to this exact fact pattern—namely, a patent issuing from the first 
nonprovisional application in a family cannot be invalidated by later-filed, 
later-issued patents. It is unclear whether continuation patents filed and issued 
within the priority chain, other than the first-filed, first-issued patents, would 
remain vulnerable to ODP challenges.  

Second, Allergan did not address scenarios where two patents share the 
same effective filing dates, but the second patent—either a child continuation 
or another patent from a separate family—receives PTA (Scenarios 3 and 4 in 
Figure 7). This Section describes these two scenarios and emphasizes that the 
ODP doctrine will still apply to invalidate the second patent and cut off its 
PTA. To analyze the ODP outcomes in these two scenarios, this Section uses 
the two-prong approach outlined above and demonstrates that a prior patent 
can still invalidate a later patent, even when the sole factor causing their 

—————————————————————————————— 
 273. See generally Allergan, 111 F.4th.  
 274. Id. 
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expiration dates to differ is the PTA granted to the later patent.275 The 
following Section then outlines strategies that patentees could implement to 
minimize ODP risks.  

 
Figure 7: Five main post-URAA ODP scenarios with PTA 

 

—————————————————————————————— 
 275. See discussion supra Section IV.D.1 for the proposed two-prong approach to 
determine outcomes for ODP scenarios with PTA.  
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a) Scenario 1: The Parent and Child Patents Have the Same 
Effective Filing Dates, and the Child Patent Receives PTA  

In Allergan, the Federal Circuit clarified its previous decision in Cellect, 
rejecting the interpretation that a first-filed patent with PTA could be 
invalidated for ODP by a later-filed child patent that expires earlier and does 
not have PTA.276 However, an open question remains: should a child patent 
expiring later than its parent due to PTA also be immune from an ODP 
challenge (Scenario 4 in Figure 7)? 

Although courts have not addressed this specific scenario, it is common in 
the pharmaceutical industry to file continuations that result in a PTA-extended 
term for a child patent. An example of this scenario is when an earlier patent 
covers broad (genus) claims while a later patent focuses on narrower (species) 
claims. The first step a court will take in assessing an ODP challenge is 
determining whether the alleged reference patent qualifies as a proper ODP 
reference.277 This is “a threshold issue.”278 Once the court has determined 
whether a reference is proper, it then proceeds with the substantive ODP 
analysis.279 Thus, the central question in this scenario is whether the parent 
patent qualifies as an ODP reference for the child patent with PTA. 

ODP jurisprudence has indicated that this is possible. Allergan confirms 
that only earlier-filed patents are proper ODP references. Historically, ODP 
has always been about challenging the “second” patent (see Table 1).280 By 
definition, a child patent is the “second” patent. This rationale for the double 
patenting doctrine is rooted in anticipation, as seen in Miller v. Eagle 
Manufacturing Co., the first case where the Court gave definitive justification for 
the ODP doctrine.281 The Court said that “[w]hen a patentee anticipates 
himself, he cannot, in the nature of things, give validity to the second 
patent.”282 The Court invalidated the second patent with a simple rationale: if 
a prior patent to a different party can invalidate a later patent to the same invention, 
then a prior patent issued to the same party can also invalidate the later patent.283 
The Court said: 

—————————————————————————————— 
 276. See generally Allergan, 111 F.4th. 
 277. See Acadia, 706 F. Supp. 3d at 487; Ezra, 909 F.3d at 1375 n.4.  
 278. Acadia, 706 F. Supp. 3d at 487; see also Ezra, 909 F.3d at 1375 n.4 (“Because we find 
that the ’565 patent is not a double patenting reference for the ’229 patent, we need not address 
Ezra’s arguments as to whether the ’229 patent is patentably indistinct from the ’565 patent.”). 
 279. Acadia, 706 F. Supp. 3d at 487; see Breckenridge, 909 F.3d 1355, 1359 (Fed. Cir. 2018).  
 280. Acadia, 706 F. Supp. 3d at 487. 
 281. See Miller, 151 U.S. at 196–98. 
 282. Id. at 197. 
 283. See id. at 196–98. 
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 Under these circumstances can it be held that the second patent has 
any validity, or must it be treated as having been anticipated by the 
grant of the 1879 patent? If, upon a proper construction of the two 
patents, which presents a question of law to be determined by the 
court, (Heald v. Rice, 104 U. S. 749,) and which does not seem to have 
been passed upon and decided by the court below, they should be 
considered as covering the same invention, then the later must be 
declared void, under the well-settled rule that two valid patents for 
the same invention cannot be granted either to the same or to a different 
party.284 

Indeed, the ODP doctrine exists to prevent an inventor from receiving an 
undue patent term extension by securing a second, later-expiring patent for the 
same invention.285 The doctrine ensures that “the power to create a monopoly 
is exhausted by the first patent,” so that “a new and later patent for the same 
invention” does not “operate to extend or prolong the monopoly beyond the 
period allowed by law.”286 In numerous ODP decisions, courts have reiterated 
that the purpose of ODP is to “ensure[] that the public gets the benefit of the 
invention after the original period of monopoly expires,”287 and to “prevent a 
patent owner from extending his exclusive rights to an invention through 
claims in a later-filed patent that are not patentably distinct from claims in the 
earlier-filed patent.”288 Therefore, in this scenario, a parent patent qualifies as an 
ODP reference for a child patent—regardless of whether the child patent has 
PTA. As U.S. Circuit Judge Giles Rich noted in the In re Zickendraht decision:  

Where there are in fact two inventions, whether or not they are 
patentable, this statute would seem to be inapplicable and the second 
patent has to be denied, if it is denied on some other ground. The 
ground one finds stated in the cases is to the effect that the second 
invention must be patentable on its own account, over the invention 
claimed in the issued patent, just as though the invention so claimed 
were in the prior art, and tested (since 1953) by the unobviousness 
requirement of 35 U.S.C. § 103.289 

Now that Prong One—assessing whether the alleged ODP reference is 
proper—courts may proceed to Prong Two to apply the equitable doctrine of 

—————————————————————————————— 
 284. Id. at 196–97 (emphasis added). 
 285. See id. at 196–98. 
 286. Id. at 198; see Odiorne v. Amesbury Nail Factory, 18 F. Cas. 578, 579 (C.C.D. Mass. 
1819). 
 287. AbbVie, 764 F.3d at 1373 (emphasis added). 
 288. Procter & Gamble, 566 F.3d 989, 999 (emphasis added); see also Cellect, 81 F.4th at 1226 
(stating that ODP “limits the term of a patent or, at least, ties later-filed commonly owned, 
obvious variations to the expiration date of an earlier-filed reference patent.”) (emphasis added). 
 289. Application of Zickendraht, 50 C.C.P.A. 1529, 1536 n.4 (1963). 
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ODP. This analysis could lead to the invalidation of the child patent—
regardless of whether it has PTA—if courts identify traditional inequitable 
concerns or signs of gamesmanship associated with ODP. In these instances, 
a child patent might not be entitled to its PTA if granting PTA would result in 
an improper extension of patent term. In other words, if the timewise 
extension introduces opportunities for gamesmanship or other inequitable 
outcomes that ODP is meant to prevent, the granted PTA in a later-filed, later-
issued patent could still be cut off.  

Indeed, courts have invalidated child patents with term adjustments or 
extensions under ODP over the past years. In AbbVie, the Federal Circuit 
applied ODP to invalidate a challenged child patent, thereby eliminating not 
only part of its 20-year patent term but also the 750-day PTA it had been 
granted.290 In Boehringer, a child patent was awarded over 1,500 days of PTE, 
but was later challenged for ODP over a parent patent.291 Boehringer argued 
that it did not enjoy any unjustified advantage or unentitled rights as it had 
lawfully obtained PTE under 35 U.S.C. § 156.292 However, the court disagreed, 
ruling that the rights enjoyed by a patentee during the original term of a patent 
are not the same rights enjoyed by a patentee during the term of an extension 
under § 156.293 The court emphasized that “[t]he fundamental reason for the 
rule [of obviousness-type double patenting] is to prevent unjustified timewise 
extension of the right to exclude granted by a patent no matter how the extension 
is brought about.”294 These outcomes reflect broader public policy concerns 
applicable to all continuations and child patents filed from a parent patent, 
regardless of whether PTA is involved. In other words, if courts identify a risk 
of gamesmanship, they may cut off PTA in the child patents.  

However, in the second step, if the case does “not raise the traditional 
concern with [ODP]” and “there is no potential gamesmanship issue through 
structuring of priority claims,”295 then term adjustments and extensions for a 
child patent may still be justified and permissible, as the Federal Circuit 
recognized in Ezra. Following precedent in Merck & Co. v. Hi-Tech Pharmacal 
Co., the Ezra court held that “a PTE pursuant to § 156 is valid so long as the 
extended patent is otherwise valid without the extension.”296 One example the 

—————————————————————————————— 
 290. AbbVie, 764 F.3d 1366. 
 291. Boehringer Ingelheim Intern. GmbH v. Barr Lab’ys, Inc., 592 F.3d 1340, 1345 (Fed. 
Cir. 2010).  
 292. Id. at 1349. 
 293. Id. 
 294. Id. at 1347 (quoting In re Van Ornum, 686 F.2d 937, 943–44 (C.C.P.A. 1982)) 
(emphasis added).  
 295. Ezra, 909 F.3d at 1374.  
 296. Id. at 1375 (emphasis added).  
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court provided where ODP may invalidate a patent is “a patent, under its 
original expiration date without a PTE that should have been (but was not) 
terminally disclaimed.”297 However, the court also asserted that “if a patent, 
under its pre-PTE expiration date, is valid under all other provisions of law, 
then it is entitled to the full term of its PTE.”298 Since Cellect, the comparison 
between PTA and PTE statutes and their respective purposes has sparked 
debates. However, until further guidance is provided, it remains uncertain how 
courts will interpret PTA in these scenarios. It is important to recognize that 
in some ODP cases, defendants rarely contested the non-obviousness of the 
claims. An ODP rejection arises only when the claims are very similar or 
obvious to each other. It is easy to solely focus on patent term and overlook 
the fundamental principle of ODP: one should not obtain a second patent with 
extended term for obvious variants of the same invention. As stated in In re 
Braat, “only if the extension of patent right is unjustified is a double patenting 
rejection appropriate. There are situations where the extension is justified.”299  
  

—————————————————————————————— 
 297. Id. at 1374. 
 298. Id. 
 299. In re Braat, 937 F.2d 589, 595 (Fed. Cir. 1991). 
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Table 1: Past cases at the Federal Circuit concerning the interaction of ODP and 
patent term modifiers (e.g., PTA, PTE, and changes in patent term law), 
demonstrating that only earlier-filed patents are proper ODP references.300 

Cases Same v. 
Different 
Patent 
Families 

Same v. 
Different 
Priority 
Dates 

Challenged Patent(s) Patent Used To 
Invalidate 

Invalid 
Under 
ODP? 

Gilead Different Different Second-filed  

First-issued 

Second-expired 

First-filed 

Second-issued 

First-expired 

Yes 

AbbVie Same Different Second-filed 

Second-issued 

Second-expired (PTA) 

First-filed  

First-issued 

First-expired 

Yes 

Ezra Different Different First-filed  

(pre-URAA) 

First-issued 
Second-expired (PTE) 

Second-filed  

(post-URAA) 

Second-issued 
First-expired 

No 

Breckenridge Same Same First-filed  

(pre-URAA) 

Second-issued 
Second-expired (PTE) 

Second-filed  

(post-URAA) 

Second-issued 
First-expired 

No 

Cellect Same Same Four interrelated 
challenged patents, all 
later-expired (PTA) 

Later-filed 

Earlier-expired 

Yes 

Allergan Same Same First-filed  

First-issued 

Second-expired (PTA) 

Second-filed 

Second-issued 

First-expired 

No 

 

—————————————————————————————— 
 300. Transitional cases involving pre- and post-URAA patents include Ezra and 
Breckenridge, as noted within Table 1. The remaining cases involve post-URAA patents. 
Additionally, the term “filed” in this Table, used to describe the challenged patents and the 
alleged reference patent, refers to the actual filing dates of these patents. With the exception 
of Cellect, these exemplary cases have shown that only the earlier-filed patents (e.g., first-filed) 
can be used to invalidate the challenged patents under ODP.  



IPSUM_INITIALFORMAT_04-20-23 (DO NOT DELETE) 1/11/26 10:54 AM 

652 BERKELEY TECHNOLOGY LAW JOURNAL [Vol. 40:607 

 

b) Scenario 2: Two Patents in Separate Families Have the Same 
Effective Filing Date, and One of  the Patents Receives PTA 

Another ODP scenario not covered by Allergan involves two patents from 
different families sharing the same effective filing date, where one of the 
patents receives PTA due to prosecution delays (Scenario 3 in Figure 7). The 
two patents would ordinarily have expired on the same day because they share 
the same filing date, but the granted PTA results in one of the patents expiring 
later. This scenario can be common in pharmaceutical patents, which often 
involve large, intricate patent portfolios spanning multiple families with related 
technologies. For example, one patent family might claim a new compound 
while discussing its method of using that compound in the specification, while 
another family might claim a method of using or manufacturing that new 
compound.301 If these inventions are not filed within the same patent, a 
restriction requirement will not be triggered,302 but instead, the patents may be 
interpreted as obvious over one another. 

Based on ODP jurisprudence, it is entirely possible that the earlier-expiring 
patent can invalidate the later-expiring patents with PTA. An ODP rejection 
can only occur if the two inventions are deemed obvious over one another. 
This hypothetical scenario closely mirrors the fact patterns in Gilead and would 
satisfy both steps in the two-prong analysis. The patents in Gilead, despite 
being similar, did not belong to the same patent family and were not 
considered by the same examiner.303 Instead, Gilead crafted separate chains of 
applications, resulting in patents with different priority dates and, 
consequently, different expiration dates.304 The Federal Circuit in Gilead 
addressed whether “a patent that issues after but expires before another patent 
qualif[ies] as a double patenting reference for that other patent.”305 The court 
held that “an earlier-expiring patent can qualify as an obviousness-type double 
patenting reference for a later-expiring patent” in this scenario.306 The main 
concern in Gilead, and also in this hypothetical scenario, was the potential for 
“significant gamesmanship during prosecution.”307 In other words, allowing 
applicants to structure their filings this way would enable them to “obtain 
additional patent term exclusivity for obvious variants of their inventions while 
also exploring the value of an earlier priority date during prosecution.”308 This 
—————————————————————————————— 
 301. See generally AbbVie, 764 F.3d at 1366. 
 302. See discussion infra Section IV.D.3 for restriction requirements.  
 303. Gilead, 753 F.3d at 1210. 
 304. Id. 
 305. Id. at 1211–12. 
 306. Id. at 1217. 
 307. Id. at 1215. 
 308. Id. 
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rationale applies to any patent—regardless of whether it has PTA—and a term 
adjustment can be valid so long as the patent is valid without the adjustment.  

AbbVie further reinforced the Gilead rationale, holding that an ODP 
analysis must consider the potential for applicant gamesmanship.309 The 
AbbVie court emphasized that ODP remains viable “where, as here, the 
applicant chooses to file separate applications for overlapping subject matter 
and to claim different priority dates for the applications.”310 Indeed, the court 
outright asserted:  

 We now make explicit what was implicit in Gilead: the doctrine of 
obviousness-type double patenting continues to apply where two 
patents that claim the same invention have different expiration dates. 
We hold that Kennedy is not entitled to an extra six years of 
monopoly solely because it filed a separate application unless the two 
inventions are patentably distinct.311 

3. Strategies for Patentees to Minimize ODP Risks 

Given the ongoing risks of ODP invalidation for patents with PTA and 
the evolving complexity of ODP jurisprudence, patentees must proactively 
address ODP risks. The following Section outlines strategies available to 
patentees to mitigate potential ODP risks.  

Allergan establishes protection for the first-filed, first-issued patent in a 
family against ODP challenges.312 This decision is likely to influence patent 
portfolio strategies to cover the most critical subject matter and secure the 
maximum PTA for first-filed patents. Patentees may prioritize broader claims 
in the initial patent rather than seeking a quick issuance for an initial 
patent.313 Given the value of PTA and the likelihood of a first-filed patent 
obtaining some PTA, patentees should also prosecute patents diligently to 
avoid any PTA penalty that may reduce the amount of PTA awarded. Pending 
additional judicial guidance, patent owners should also actively and thoroughly 
review their patent portfolios and identify patents that could face ODP 
challenges due to varying expiration dates caused by PTA. It is also important 
to note that an ODP rejection may not be issued during prosecution. As seen 
in Cellect, examiners may not raise ODP concerns during prosecution at the 
USPTO, leaving the patentee vulnerable to future ODP challenges in 

—————————————————————————————— 
 309. Acadia, 706 F. Supp. 3d at 487; see also AbbVie, 764 F.3d at 1374. 
 310. AbbVie, 764 F.3d at 1373. 
 311. Id. at 1374. 
 312. See generally Allergan, 111 F.4th 1358. 
 313. Dennis Crouch, Family Planning Patent Style: Allergan, Cellect, and the ODP Maze, 
PATENTLY-O (Aug. 13, 2024), https://patentlyo.com/patent/2024/08/family-planning-
patent-style-allergan-cellect-and-the-odp-maze.html. 
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litigation.314 Enhanced IP due diligence is critical to mitigate ODP risks early 
and avoid post-grant invalidation.  

One common prosecution strategy is to force a restriction requirement for 
the first-filed patent. This approach allows for later divisional applications 
from the first-filed patent to be protected against any ODP challenges, under 
what is known as the “safe harbor” provision of 35 USC § 121.315 Section 121 
creates an exception to the ODP doctrine, by providing that “a patent issuing 
on an application with respect to which a requirement for restriction . . . has 
been made, or on an application filed as a result of such a requirement, shall 
not be used as a reference . . . against a divisional application or against the 
original application.”316 The USPTO issues a restriction requirement when an 
examiner determines that a patent application claims more than one distinct 
and independent invention. In such cases, the patentee must elect a single, 
claimed invention for examination, while the other claims may be pursued in 
a later divisional application. For instance, if the patent application has both 
composition and method claims within the same application, the examiner may 
require the patentee to elect one set of claims to move forward with the current 
application, while the other claims can be filed in a later divisional 
application.317 Section 121 thus exists to prevent an unfair outcome where the 
USPTO requires an applicant to divide claims into separate patents to comply 
with the restriction requirements, only for them to later use the original 
application to issue a double patenting rejection for the later-filed 
application.318 The safe harbor provision addresses “difficulties created by 
restriction requirements imposed by the [USPTO] during examination, 
followed by double patenting challenges in the courts.”319  

To trigger the requirement restriction in a first-filed patent application, 
patentees can present multiple claim types (e.g., composition versus method 
claims) or claims from independent, distinct inventions. Once the divisional 
applications are filed, safe harbor protections can be invoked against ODP 
rejections. However, patentees must meet specific requirements to qualify for 
the safe harbor protection. First, divisional applications must be filed as a result 
of restriction requirements.320 Continuation or continuation-in-part (CIP) 

—————————————————————————————— 
 314. See Cellect, 81 F.4th at 1219. 
 315. 35 U.S.C. § 121; see also Acadia, 706 F. Supp. 3d at 482. 
 316. 35 U.S.C. § 121. 
 317. Id. 
 318. Id.; Pub. L. No. 82-593, 66 Stat. at 800–01 (1952). 
 319. St. Jude Med., Inc. v. Access Closure, Inc., 729 F.3d 1369, 1376–77 (Fed. Cir. 2013). 
 320. 35 U.S.C. § 121; see also Bristol-Myers Squibb Co. v. Pharmachemie B.V., 361 F.3d 
1343, 1347–48 (Fed. Cir. 2004) (“[the patentee] is entitled to invoke the statutory prohibition 
against the use of the [reference] patent ‘as a reference’ against the divisional application that 
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applications are not entitled to the ODP safe harbor.321 In fact, courts have 
consistently invalidated continuation patents challenged with ODP that failed 
to be designated as divisional applications.322 Patentees should ensure that the 
filings are correct as divisional applications—not continuations. Second, the 
claims in the divisional applications must maintain “consonance” with the 
restriction requirements. The doctrine of consonance “requires that the line of 
demarcation between the ‘independent and distinct inventions’ that prompted 
the restriction requirement be maintained.”323 In other words, consonance 
ensures that the claims in the divisional applications adhere to the original 
boundaries set by the restriction. Claims must not overlap with inventions 
elected in the parent application.324  

Lastly, when facing an ODP rejection, patentees can argue that the claims 
are patentably distinct or amend the claims to obviate the ODP rejection for 
the child patent.325 Patentees can also file terminal disclaimers for later-filed 
patents, sacrificing the child patent’s term to preserve PTA for another family 
member with more valuable claims.326 A terminal disclaimer can only 
overcome an ODP rejection if the earlier patent has not yet expired.327 
Patentees should assess the validity of an ODP rejection before submitting a 
terminal disclaimer. Terminal disclaimers carry certain implications, as not only 

—————————————————————————————— 
resulted in the [challenged] patent only if the divisional application was filed as a result of a restriction 
requirement and is consonant with that restriction requirement.” (emphasis added)). 
 321. See, e.g., In re Janssen Biotech, Inc., 880 F.3d 1315 (Fed. Cir. 2018); see also Pfizer, Inc. 
v. Teva Pharms. USA, Inc., 518 F.3d 1353, 1362 (Fed. Cir. 2008) (“[T]he protection afforded 
by section 121 to applications (or patents issued therefrom) filed as a result of a restriction 
requirement is limited to divisional applications.”). 
 322. See, e.g., Pfizer, 518 F.3d at 1359–63 (holding that safe harbor does not apply to patents 
issued from continuation-in-part (CIP) applications); see also Amgen Inc. v. F. Hoffman-La 
Roche Ltd., 580 F.3d 1340, 1352–53 (Fed. Cir. 2009) (holding that safe harbor does not apply 
to patents issued from continuation applications). 
 323. Gerber Garment Tech., Inc. v. Lectra Sys., Inc., 916 F.2d 683, 688 (Fed. Cir. 1990); 
see also Geneva Pharm., Inc. v. GlaxoSmithKline PLC, 349 F.3d 1373, 1381 (Fed. Cir. 2003) 
(“Section 121 shields claims against a double patenting challenge if consonance exists between 
the divided groups of claims and an earlier restriction requirement.”); MPEP § 804.02 (9th ed. 
Rev. 1, 2024). 
 324. Gerber Garment Tech., 916 F.2d 683, 687 (stating that “a divisional application filed as 
a result of a restriction requirement may not contain claims drawn to the invention . . . in the 
parent application.”). 
 325. MPEP § 804 (9th ed. Rev. 1, 2024). 
 326. 35 U.S.C. § 253; MPEP § 1490 (9th ed. Rev. 1, 2024).  
 327. See Boehringer, 592 F.3d 1340 (Fed. Cir. 2010); In re Lonardo, 119 F.3d at 965 (Fed. Cir. 
1997) (“With obviousness-type double patenting, . . . a terminal disclaimer may overcome that 
basis for unpatentability, assuming that the first patent has not expired. In this case, the [patent] over 
which the claims have been rejected . . . has expired, so a terminal disclaimer cannot cure these 
rejections.”) (emphasis added). 
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do they tie the terms of the patents together, but they may also link the patents 
for licensing purposes when a common owner is involved.328 Further, if 
ownership of the patents is later divided, the disclaimed patents may become 
unenforceable.329  

V. CONCLUSION 

Double patenting, though seemingly straightforward, remains a 
complicated and unsettled area of patent law. In Allergan, the Federal Circuit 
reached an outcome that was both equitable and consistent with the 
foundational principles of the ODP doctrine and double patenting 
jurisprudence. The ruling clarifies what qualifies as a proper ODP reference, 
while reinforcing PTA’s original purpose—a statutory safeguard to 
compensate diligent applicants, rather than a tool for exposing patents to ODP 
invalidation.  

Unfortunately, prosecution delays at the USPTO are here to stay, and PTA 
and ODP continue to remain in each other’s crosshairs. From October 2023 
until now, only thirty-two percent of patent applications received their first 
action within fourteen months of filing.330 Addressing the unresolved ODP 
scenarios with PTA post-Allergan, this Note offers a systematic approach for 
analyzing ODP outcomes—one that balances the propriety of ODP 
references with traditional equitable concerns. In the meantime, while Sun has 
withdrawn its en banc rehearing petition and Allergan has narrowed Cellect in 
one acute instance, other cases involving ODP and PTA remain on appeal at 
the Federal Circuit.331 These future appeals will provide the court further 
opportunities to refine its view on the interaction between PTA and ODP. 
Until the courts provide a definitive clarification, the interplay between PTA 
and ODP will continue to leave this area of law ambiguous and unsettled.  

—————————————————————————————— 
 328. Gary Maze & Jeffrey Wendt, Prosecution and Litigation Implications of Subsequent Patent 
Applications (Part IV), IPWATCHDOG (Dec. 28, 2020), https://ipwatchdog.com/2020/12/28/
prosecution-litigation-implications-subsequent-patent-applications-part-iv/id=128451/.  
 329. 37 C.F.R. § 1.321(c)(3); see also Email Link Corp. v. Treasure Island, LLC, 2012 WL 
4482576, at *4 (D. Nev. 2012); Voda v. Medtronic, Inc., No. CIV-09-95-L, 2011 WL 
10820070, at *3 (W.D. Okla. 2011).  
 330. Patent Term Adjustment Data August 2024, USPTO PATENTS DASHBOARD, https://
www.uspto.gov/dashboard/patents/patent-term-adjustment-new.html (last visited Nov. 17, 
2024). 
 331. See, e.g., Abiomed, 2023 WL 4038564, at *33–34 (D. Mass. 2023); Acadia, 706 F. Supp. 
3d at 487 (as of April 20, 2025, both cases are under appeal at the Federal Circuit).  
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I. INTRODUCTION 

As the world’s economy grows ever more connected, products made in 
the United States are commonly sold elsewhere. This poses a question for U.S. 
patent laws: to what extent may a patentee recover damages for sales of an 
infringing product that occur abroad?  

In recent years, the Supreme Court and the Federal Circuit have struggled 
with this question. At first, the Supreme Court sought to strongly limit the 
application of United States laws to activities inside its borders. There was a 
customary “presumption against extraterritoriality”: a strong thumb on the 
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scales against applying our patent laws to conduct outside the United States’ 
borders unless the statute said otherwise.1 If a plaintiff failed to rebut this 
presumption, then its claims had to involve a “domestic application” of the 
statute.”2 

But then companies began manufacturing components in the United 
States and only assembling them into systems that infringed United States 
patents when they left the country. Putting the infringing behavior out of the 
territorial reach of United States courts circumvented the U.S.’s patent laws. 
Accordingly, Congress amended the Patent Act in 1984 to add 35 U.S.C. 
§ 271(f) to forbid this behavior,3 and the Supreme Court sought to stymie the 
exploitation of this loophole.4 Decades later, the Supreme Court ruled that 
patentees can recover for foreign sales in the narrow circumstances that a 
defendant infringes under § 271(f). 5  This ruling created a crack in the 
presumption against extraterritoriality, suggesting that the United States’ 
patent laws do not only consider domestic behavior. 

Trying to make sense of the territorial bounds of U.S. patent law, the 
Federal Circuit recently heard the case of Brumfield v. IBG.6 There, the Federal 
Circuit ruled that, if closely connected to domestic infringement, foreign 
conduct can be used to increase a reasonable-royalty award, so long as it has 
the “the needed causal relationship” to making the accused products in the 
United States. 7  This Note seeks to make sense of Brumfield, its “causal 
relationship” requirement, and its relationship with previous case law. 

Part II provides the legal background, laying out the case law that 
precipitates Brumfield.  

Part III then discusses Brumfield in detail, pointing out the questions that it 
leaves open. What does this ruling mean for lost profit damages? How can 
courts apply this ruling to be consistent with existing law on reasonable-royalty 
awards? And will other patent damages doctrines come under extraterritorial 
scrutiny? 

Part IV seeks to answer these questions. Section IV.A parses the tensions 
between Brumfield and its predecessors to suggest that foreign conduct should 
only be used as a measure of the value of domestic infringement. Section IV.B 
 
 1. RJR Nabisco, Inc. v. Eur. Cmty., 579 U.S. 325, 337 (2016). 
 2. Id. 
 3. Patent Law Amendments Act of 1984, Pub. L. No. 98-622, 98 Stat. 3383 (Nov. 8, 
1984). 
 4. WesternGeco LLC v. ION Geophysical Corp., 585 U.S. 407, 411 (2018) [hereinafter 
WesternGeco II]. 
 5. Id. 
 6. Brumfield v. IBG LLC, 97 F.4th 854 (Fed. Cir. 2024) [hereinafter Brumfield II]. 
 7. Id. at 878. 
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argues that Brumfield’s “causal relationship” should be scrutinized closely in the 
lost-profits context, only authorizing recovery of money that the infringer’s 
domestic infringement accrued abroad. Section IV.C suggests that Brumfield 
should be implemented in the reasonable-royalty context through the existing 
Georgia-Pacific framework. And Section IV.D outlines the uncertainty that 
Brumfield creates in the arena of willful infringement and enhanced damages 
based on foreign bad acts. At each turn, this Note suggests that foreign 
conduct should only be used as a measure of damages, as opposed to a cause of 
legal injury. Part V briefly concludes. 

II. LEGAL BACKGROUND 

Brumfield is the culmination of an ongoing conversation between the 
Federal Circuit and the Supreme Court about the territorial scope of the U.S.’s 
patent laws. This Part lays out recent installments in that conversation, as well 
as other relevant background on other areas of patent damages, proceeding in 
four Sections.  

Section II.A outlines the conduct that United States patent laws regulate, 
discussing what does and does not constitute infringement. Section II.B 
outlines the different types of patent damages awards: lost profits, reasonable 
royalties, and enhancements. Section II.C discusses Power Integrations v. Fairchild 
Semiconductor, the last time the Federal Circuit aimed to constrain the reach of 
United States patent damages to domestic conduct. 8  Brumfield partially 
overruled this case, but its guidance remains useful. Section II.D discusses 
WesternGeco v. ION Geophysical, where the Supreme Court first expanded the 
ability of courts to consider money earned abroad to calculate the damages 
caused by patent infringement.9 Understanding this ruling is crucial because 
the court in Brumfield interprets it to have created the new framework for the 
consideration of foreign conduct, which it then applies to new types of 
damages and infringement. 

A. PATENT INFRINGEMENT 

Because the inquiry established in Brumfield inspects the causal connection 
between damages and infringement, understanding what does—and does 
not—constitute patent infringement is essential. Section 271(a) of the Patent 
Act defines direct infringement to include making, using, selling, offering to 
sell, or importing into the United States any patented invention.10 By the plain 
 
 8. Power Integrations, Inc. v. Fairchild Semiconductor Int’l, Inc., 711 F.3d 1348 (Fed. 
Cir. 2013). 
 9. WesternGeco II, 585 U.S. at 407. 
 10. 35 U.S.C. § 271(a). 
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language of the statute, these actions constitute infringement only when they 
occur “in the United States.”11 As a general rule, making or selling a U.S. 
patented product in another country is not infringement because § 271’s 
provisions all describe conduct in, into, or from “the United States.”12 

But there is an exception.13 Section 271(f) of the Patent Act provides that 
infringement does occur when one “suppl[ies] . . . from the United States,” for 
“combination” abroad, a patented invention’s “components.”14 Even if the 
components themselves do not infringe the patent, the act of supplying the 
components for combination into an infringing system abroad is an act of 
patent infringement.15 

B. TYPE OF PATENT DAMAGES 

After infringement is proven, courts award damages under Title 35 of the 
U.S. Code.16 Section 284 outlines different types of damages, which are the 
subjects of the following Sections. The first two Sections describe 
compensatory damages. Section II.B.1 discusses lost profit damages, the 
subject of the cases that precede Brumfield. Section II.B.2 provides background 
on reasonable-royalty awards, the object of Brumfield’s ruling. Section II.B.3 
previews the law of willful infringement and enhanced damages, an area of 
patent law that may face substantial uncertainty as a result of Brumfield. 

1. Lost Profits 

Section 284 of the Patent Act provides that “the court shall award the 
claimant damages adequate to compensate for the infringement.” 17  Patent 
holders sometimes seek to recover the profits they lost as a result of the 
infringement as damages.18 Courts require a patentee to show a “reasonable 
probability” that “but for the infringement,” the patentee would have made 

 
 11. Id.; see also Ortho Pharm. Corp. v. Genetics Inst., Inc., 52 F.3d 1026, 1033–34 (Fed. 
Cir. 1995) (holding “a U.S. patent grants rights to exclude others from making, using and 
selling the patented invention only in the United States.”). 
 12. Microsoft Corp. v. AT & T Corp., 550 U.S. 437, 445 (2007); see also 35 U.S.C. § 271(a). 
 13. Microsoft Corp., 550 U.S. at 437 (describing § 271(f) as an “exception”). 
 14. 35 U.S.C. § 271(f)(1). 
 15. See id. 
 16. 35 U.S.C. § 284. 
 17. Id. 
 18. ROBERT A. MATTHEWS, JR., 4 ANNOTATED PATENT DIGEST § 30:20 (Oct. 2024) 
[hereinafter MATTHEWS PATENT DIGEST]. 







CLARK_FINALPROOF_12-15-25 (DO NOT DELETE) 1/11/26 10:54 AM 

664 BERKELEY TECHNOLOGY LAW JOURNAL [Vol. 40:657 

 

4. the infringer’s size and financial condition 

5. closeness of the case 

6. duration of the infringer’s misconduct 

7. remedial action by the infringer 

8. the infringer’s motivation for harm 

9. whether the infringer attempted to conceal its misconduct.37 

Courts must not award increased damages just to rectify “an inadequacy in the 
compensatory damages awarded.”38  

C. UNDER POWER INTEGRATIONS, COMPENSATORY DAMAGES COULD 
NOT INCLUDE FOREIGN SALES 

Power Integrations v. Fairchild is the first in the duo of cases that led to 
Brumfield. The Federal Circuit held that U.S. patent damages cannot 
compensate the patentee for the infringer’s use of the patent abroad.39 In Power 
Integrations, both parties agreed that Fairchild directly infringed Power 
Integrations’s patents under § 271(a) by making or selling infringing circuits in 
the United States. 40  But, the parties disagreed over the proper damages 
amount.41 

Plaintiff Power Integrations argued that Fairchild’s domestic patent 
infringement caused Power Integrations to lose sales in foreign markets.42 
Power Integrations advanced both broad and narrow damages theories for lost 
profits.43  On the broadest side, Power Integrations alleged that Fairchild’s 
infringement in the United States “would cause Power Integrations to lose all 
sales . . . both inside and outside the U.S.” 44  But Power Integrations also 
pointed to more specific damages, such as Fairchild supplanting Power 
Integrations as the provider of 40 percent of Samsung’s chips.45 

 
 37. Read Corp. v. Portec, Inc., 970 F.2d 816, 827 (Fed. Cir. 1992) (citation modified). 
 38. Beatrice Foods Co. v. New England Printing & Lithographing Co., 923 F.2d 1576, 
1579 (Fed. Cir. 1991). 
 39. Power Integrations, Inc. v. Fairchild Semiconductor Int’l, Inc., 711 F.3d 1348, 1371 
(Fed. Cir. 2013). 
 40. Id. at 1376. 
 41. Id. 
 42. Id. at 1370. 
 43. See generally Brief for Plaintiff-Cross Appellant at 46, Power Integrations, 711 F.3d 1348 
(Nos. 2011-1218, 2011-1238), 2011 WL 2827447, at *46. 
 44. Id. 
 45. Id. 
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Power Integrations argued that damages for these actions were recoverable 
because of their causal connection with Fairchild’s domestic infringement.46 
Specifically, Power Integrations alleged that no company would buy any of the 
defendant’s infringing components unless the resulting products could be sold 
in the United States.47 Accordingly, a jury awarded “worldwide damages” for 
the lost sales that Power Integrations would have had around the world but 
for Fairchild’s domestic infringement.48 

The Federal Circuit held that this jury award was incorrect as a matter of 
law.49 The Federal Circuit acknowledged that United States patent laws allow 
for “damages adequate to compensate for the infringement.” 50  The court 
explained that patent laws do not compensate for the foreign exploitation of a 
patented invention, “which is not infringement at all.”51 The Federal Circuit 
emphasized that foreign conduct cannot constitute infringement because the 
entirely extraterritorial use or sale of a patented invention breaks the chain of 
causation initiated by an act of domestic infringement.52 Under this reasoning, 
foreign conduct is irrelevant to calculating “damages adequate to compensate 
for the infringement” because foreign conduct is not infringement. 53 
Accordingly, the court ruled that Power Integrations was not entitled to 
“compensatory damages” for the exploitation of the patented invention 
outside the United States.54 

After Power Integrations, the rule was clear: U.S. patent laws do not 
compensate a patentee for an infringer’s actions abroad—even if those actions 
would constitute patent infringement if performed in the United States.  

D. UNDER WESTERNGECO, A LOST-PROFIT AWARD CAN INCLUDE LOST 
FOREIGN PROFITS IN NARROW CIRCUMSTANCES 

Next came WesternGeco v. ION Geophysical Corp in 2018, where the Supreme 
Court created the initial crack in the rule against extraterritoriality that Brumfield 
would widen: A lost-profit award can include lost foreign profits when the 
patent owner proves infringement under § 271(f)(2).55 

 
 46. See generally id. 
 47. Id. 
 48. Power Integrations, 711 F.3d at 1370. 
 49. Id. at 1372. 
 50. Id. at 1371 (quoting 35 U.S.C. § 284).  
 51. Id.  
 52. Id. at 1372. 
 53. See id. at 1370–72. 
 54. Power Integrations, 711 F.3d at 1371. 
 55. WesternGeco II, 585 U.S. at 417. 
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Plaintiff WesternGeco owned patents that claimed systems for surveying 
the ocean floor. 56  A jury found that ION infringed these patents by 
manufacturing components of patent-claimed systems and exporting them 
abroad, where they were assembled in infringing systems.57 Specifically, the 
jury found infringement under 35 U.S.C. § 271(f), and awarded lost-profit 
damages for the sale of ocean-surveying services outside the United States.58 

Consistent with its ruling in Power Integrations, the Federal Circuit held the 
award of lost-profit damages for foreign sales to be an impermissible 
extraterritorial application of U.S. patent law.59 WesternGeco argued that Power 
Integrations’s ruling was limited to infringement under § 271(a), and therefore 
its ruling could not limit the damages recoverable from ION’s § 271(f) 
infringement.60 In response, the Federal Circuit reasoned that WesternGeco’s 
reading impermissibly broadened the reach of patent damages. 61  Because 
someone selling a patented invention in the United States is not liable for the 
use of the product abroad, the exporter of “the component parts cannot be 
liable for use of the infringing article abroad.”62 

The Supreme Court reversed, holding that courts can award lost-profit 
damages based on foreign conduct when the underlying infringement involved 
exporting components that are assembled into an infringing system abroad.63 
The Court did not address the Federal Circuit’s reasoning or its application of 
Power Integrations—a loose thread that Brumfield addresses later.64 Instead, the 
Court analyzed the case as a matter of extraterritoriality: could the Patent Act 
be applied to ION’s conduct outside the United States?65 

To answer this question, the Court applied the conventional test for 
extraterritoriality. When claims involve foreign conduct, courts only have 
power to hear the claims under two conditions. First, a court could find that 
the text of the statute itself rebuts the presumption against extraterritoriality.66 
Second, the court could find that the case involves a “domestic application” 
of the statute.67 In WesternGeco, the Court declined to address whether the 
 
 56. Id. at 411. 
 57. Id. 
 58. Id. 
 59. WesternGeco LLC. v. ION Geophysical Corp., 791 F.3d 1340, 1350–51 (Fed. Cir. 
2015) [hereinafter WesternGeco I]. 
 60. Id. at 1351. 
 61. Id. 
 62. Id. 
 63. WesternGeco II, 585 U.S. at 417.  
 64. Brumfield II, 97 F.4th at 871. 
 65. WesternGeco II, 585 U.S. at 412. 
 66. Id. at 413 (citing RJR Nabisco, 579 U.S. at 337). 
 67. Id. (citing RJR Nabisco, 579 U.S. at 337). 
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presumption against extraterritoriality applied to the patent damages statute or 
if it had been rebutted.68 Instead, the Court focused its analysis on determining 
whether there was a “domestic application” of the statute in the award against 
ION.69 

To determine if awarding lost foreign profits was a “domestic application” 
of the statute, the Court asked if the “conduct relevant to [the statute’s] focus 
occurred in United States territory.” 70  The Court identified that § 284’s 
remedies focused on “the infringement.”71 Through this lens, the damages 
provisions of § 284 were “merely the means” by which the statute remedies 
infringement.72 ION’s act of infringement was exporting components from 
the United States in violation of § 271(f), which regulates the domestic act of 
supplying components from the United States.73 The Court reasoned that the 
focus of the statute’s application was ION’s domestic act of supplying. 74 
Because this conduct occurred in the United States, the Court held that the 
lost-profit award was a domestic application of § 284.75 Therefore, the Court 
upheld the jury award.76 

Justice Gorsuch’s dissent in WesternGeco expressed fear that the majority 
had authorized damage awards for any use of a patented invention abroad as 
long as one of its components was supplied from the United States.77 Justice 
Gorsuch argued that the majority’s ruling would allow greater recovery when 
a defendant exports a component of an invention than when a defendant 
exports the entire invention. 78  The majority responded that this position 
“wrongly conflates legal injury with the damages arising from that injury.”79 
Without further elaboration on the difference between legal injury and 
damages in the patent context, the majority concluded that “taken together, 
§ 271(f)(2) and § 284 allow[ed] the patent owner to recover for lost foreign 
profits.”80 

 
 68. WesternGeco II, 585 U.S. at 413. 
 69. Id. 
 70. Id. 
 71. Id. at 414. 
 72. Id. at 416. 
 73. Id. at 415.  
 74. WesternGeco II, 585 U.S. at 415. 
 75. Id. at 416. 
 76. Id. 
 77. Id. at 423–24 (Gorsuch, J., dissenting). 
 78. Id. at 423 (Gorsuch, J., dissenting). 
 79. Id. at 417. 
 80. WesternGeco II, 585 U.S. at 417. 
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III. BRUMFIELD V. IBG 

In Brumfield, the Federal Circuit extended WesternGeco’s ruling beyond lost-
profit damages for infringement under § 271(f). The district court excluded a 
damages theory that claimed worldwide damages. The Federal Circuit upheld 
the exclusion, creating three notable shifts to the doctrine. First, the Federal 
Circuit allowed courts to consider foreign conduct when awarding reasonable-
royalty damages. Second, the Federal Circuit expanded the consideration of 
foreign conduct when the underlying infringement is direct infringement. 
Finally, the Federal Circuit interpolated WesternGeco to recognize a causation 
requirement for patent damages.  

A. DISTRICT COURT OPINION 

Trading Technologies (“TT”) owned patents directed to computer 
interfaces for commodity trading and methods for placing trade orders using 
those interfaces. 81  TT sued IBG for patent infringement in the Northern 
District of Illinois, alleging that IBG provided traders with software that 
infringed TT’s patents.82 TT asserted patent claims directed to methods and 
computer readable mediums (“CRMs”).83 A jury found IBG directly infringed 
TT’s patent claims under § 271(a).84 

Instead of lost-profit damages, TT asked IBG to pay a reasonable royalty 
for its infringing behaviors.85 TT’s reasonable-royalty damages theory included 
“foreign damages” for “making the accused products in the United States.”86 
Specifically, TT’s damages expert opined that TT was entitled to worldwide 
damages for the foreseeable and but-for results of IBG’s domestic 
infringement.87 

The District of Northern Illinois excluded this damages theory.88 Noting 
that WesternGeco, which concerned lost-profit damages, “is of limited value” to 
a case involving reasonable-royalty damages, the court forbade the damages 
expert from including foreign users of the accused products in the royalty 
base.89 The court also emphasized that this case involved infringement under 

 
 81. Brumfield II, 97 F.4th at 859. 
 82. Id. 
 83. Id. at 867. 
 84. Brumfield v. IB LLC, 586 F. Supp. 3d 827, 840 (N.D. Ill. 2022) [hereinafter Brumfield 
I]. 
 85. Brumfield II, 97 F.4th at 865. 
 86. Id. 
 87. Id. at 866. 
 88. Brumfield I, 586 F. Supp. 3d at 840. 
 89. Id.; see also Order on Daubert Motion, Brumfield I, 586 F. Supp. 3d 827, Dkt. No. 1984. 
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§ 271(a), unlike WesternGeco, which involved infringement under § 271(f).90 
Because § 271(f) explicitly contemplates foreign activities that are actionable 
in the United States, and § 271(a) does not, the court declined to extend 
WesternGeco. 91  The court also noted that WesternGeco had not explicitly 
overruled Power Integrations, which concerned damages for foreign conduct in a 
§ 271(a) case.92 Therefore, the court applied the rule from Power Integrations 
instead of extending the reasoning in WesternGeco to § 271(a) infringement.93 
Accordingly, the court excluded TT’s damages theory, holding TT was not 
entitled to worldwide damages.94 

B. FEDERAL CIRCUIT OPINION 

On appeal, Brumfield, a trustee of TT,95 argued that the district court erred 
by not applying the WesternGeco framework to determine whether the jury 
award was impermissibly extraterritorial.96  The Federal Circuit agreed, but 
even applying WesternGeco, the court affirmed the exclusion of the worldwide 
damages theory.97 

1. The Federal Circuit Extended the WesternGeco Framework to 
Reasonable-Royalty Awards for Direct Infringement 

The Federal Circuit clarified that district courts should apply the 
WesternGeco framework in extraterritoriality analysis instead of looking to Power 
Integrations.98 First, when deciding if the application of the patent damages 
statute is impermissibly extraterritorial, courts must first identify the “statute’s 
focus.”99 Then, the court should ask “whether the conduct relevant to the 
statutory focus in this case is domestic.”100 Last, the court should ask if the 
infringement has “the needed causal relationship to the foreign conduct” that 
is the basis of the damages theory.101 

First, the court justified expanding the WesternGeco framework to cover 
damages theories to compensate for direct infringement under § 271(a).102 

 
 90. Brumfield I, 586 F. Supp. 3d at 840. 
 91. Id. 
 92. Id. 
 93. Id. 
 94. Id. 
 95. Brumfield II, 97 F.4th at 859. 
 96. Id. at 870. 
 97. Id. at 871. 
 98. Id. at 871. 
 99. Id. at 873 (citing RJR Nabisco, 579 U.S. at 337). 
 100. Id. at 873 (citing WesternGeco II, 585 U.S. at 414). 
 101. Brumfield II, 97 F.4th at 878. 
 102. Id. at 874–75. 
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Brumfield’s software directly infringed in the United States, unlike WesternGeco, 
where components were exported from the United States and assembled into 
an infringing system abroad.103 The Federal Circuit afforded little analysis to 
this difference, going so far as to say “nothing about the WesternGeco analysis 
. . . is altered when the infringement at issue is infringement under § 271(a) 
rather than § 271(f).”104  

Second, the court discussed why courts should use the WesternGeco 
framework to determine whether foreign conduct is a proper basis for a 
reasonable-royalty award.105 The Federal Circuit noted that the WesternGeco 
Court did not distinguish between forms of damages in its extraterritoriality 
analysis, so its ruling could be extended to a different form of damages.106 The 
Federal Circuit cautioned that the royalty base for a damages award “cannot 
include activities that do not constitute patent infringement.”107 However, the 
court held that a patentee may use foreign conduct that is not itself infringing 
to increase its reasonable-royalty rate through “show[ing] why that foreign 
conduct increases the value of the domestic infringement itself.”108 

Finally, the Federal Circuit interpolated WesternGeco to recognize a 
causation requirement for all patent damages. While silent on the necessary 
level of proof for a lost-profit award, the Federal Circuit ruled that a patentee 
seeking a reasonable-royalty award can use foreign conduct to increase the 
value of the award if it explains why the royalty established at the hypothetical 
negotiation “would have properly been increased to reflect . . . prospective 
[conduct] abroad.”109 

2. Applying the WesternGeco Framework, the Federal Circuit Upheld the 
Exclusion of  TT’s Damages Theory 

Applying these three principles to the allegations against IBG, the Federal 
Circuit affirmed the exclusion of TT’s foreign damages theory.110 According to 
the court, the damages theory lacked “the needed causal relationship” to 
making the accused products in the United States.111 
 
 103. Id. at 875. 
 104. Id. 
 105. Id. 
 106. Id. 
 107. Brumfield II, 97 F.4th at 876 (quoting AstraZeneca AB v. Apotex Corp., 782 F.3d 
1324, 1343 (Fed. Cir. 2015)). 
 108. Id. at 877. The Federal Circuit also offers an example of such an increase if the 
domestic infringement “enables and is needed to enable otherwise-unavailable profits from 
conduct abroad.” Id. 
 109. Id. at 880. 
 110. Id. at 879. 
 111. Id. 
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The jury found IBG liable for making, using, offering to sell, selling, or 
importing a claimed method and a claimed CRM under § 271(a).112 However, 
the damages theory only claimed compensation for “making the accused 
products.”113 The Federal Circuit noted that “making the accused product” 
cannot describe infringing a method claim because methods are practiced, not 
made.114 In the case of a CRM claim, the domestic act of infringement is 
“making an individual memory-device unit.” 115  For the CRM claims, the 
Federal Circuit found that the damages expert failed to tie the overseas 
purchase and usage of IBG’s software to a domestic act of infringement.116 

TT’s damages expert opined that distributing the infringing software to 
customers outside the United States was the result of being designed and 
programmed in the United States. 117  But designing and programming the 
software did not “make a CRM,” such as an individual memory-device unit, so 
the court found these actions did not constitute domestic acts of 
infringement.118 Instead of tying the damages theory to making a CRM, the 
damages expert focused on the use of the software itself, which the patent 
claims did not protect.119 The damages expert failed to connect the overseas 
purchase and usage of IBG’s software to a domestic act of infringement, so 
the Federal Circuit found that the district court correctly excluded her 
testimony.120 

After this holding, the Federal Circuit continued to outline the deficiencies 
of the excluded damages theory. 121  This criticism is instructive of the 
requirements of a damages theory that includes foreign conduct in its 
reasonable-royalty calculation. Any such damages theory must present a 
“focused, coherent explanation of the required causal connection” between 
the foreign conduct and domestic infringement.122 In the reasonable-royalty 
context, a patentee needs to explain why the royalty established at the 
hypothetical negotiation would have been increased to reflect prospective 
conduct abroad.123 Lastly, the Federal Circuit also acknowledged that such a 

 
 112. See id. 
 113. Brumfield II, 97 F.4th at 879. 
 114. Id. 
 115. Id. 
 116. Id. 
 117. Id. at 880. 
 118. See id. 
 119. Brumfield II, 97 F.4th at 879.  
 120. Id. 
 121. Id. at 880. 
 122. Id. at 881. 
 123. Id. at 880. 
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damages theory must apportion the value of the foreign conduct that is 
attributable to the claimed invention.124 

IV. ANALYSIS OF BRUMFIELD V. IBG  

In Brumfield, the Federal Circuit ruled that the WesternGeco framework 
displaced Power Integrations as the required framework of analysis for a case 
involving 35 U.S.C. § 271(a) and a reasonable royalty.125 But the Federal Circuit 
declined to “parse Power Integrations to identify which particular sentences are 
now superseded by WesternGeco.” 126  The court also explicitly declined to 
explore whether the facts of Power Integrations would have supported the same 
ruling under the WesternGeco framework.127 Additionally, the court in Brumfield 
was silent on the role of foreign conduct in other patent damage awards. These 
questions are explored in the following Sections. 

Section IV.A proposes a way to read Power Integrations, WesternGeco, and 
Brumfield to be consistent with one another by using foreign conduct as a tool 
to measure the proper amount of damages. The following three Sections 
explore how foreign conduct functions as a measure in three different damages 
contexts. First, Section IV.B examines the impact of Brumfield on lost-profit 
awards, arguing that foreign conduct must only be used to measure the amount 
of money that the infringer’s domestic infringement accrued abroad. Then, 
Section IV.C cautions that foreign conduct has no place in a royalty base, but 
foreign conduct may be considered in harmony with the Georgia-Pacific factors 
to determine the royalty rate. Lastly, Section IV.D discusses the potential for 
courts to use foreign conduct as a measure of willfulness in deciding whether 
to award enhanced damages. 

A. PARSING POWER INTEGRATIONS, WESTERNGECO, AND BRUMFIELD 
TO CREATE A FRAMEWORK IN WHICH FOREIGN CONDUCT 
MEASURES, BUT DOES NOT PRODUCE, PATENT DAMAGES 

The outcomes of WesternGeco and Brumfield seem to contradict Power 
Integrations. Power Integrations held that a patentee is not entitled to “compensatory 
damages for injury caused by infringing activity that occurred outside the 
territory of the United States.”128 But Brumfield and WesternGeco involve two 
compensatory damages awards that considered activity that occurred outside 

 
 124. Id. 
 125. Brumfield II, 97 F.4th at 871. 
 126. Id. 
 127. Id. 
 128. Power Integrations, 711 F.3d at 1371 (emphasis added). 
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the United States.129 Brumfield held that a patentee seeking a reasonable-royalty 
award could use foreign conduct to increase the value of the award if it explains 
why the royalty rate “would have properly been increased to reflect . . . 
prospective [conduct] abroad.” 130  WesternGeco held that a lost-profit award 
could “include lost foreign profits when the patent owner proves infringement 
under § 271(f)(2).”131 

These cases can be synthesized into a single doctrine. Take Brumfield to 
establish a general rule for reasonable-royalty awards, Power Integrations to 
establish a general rule for lost-profits awards, and WesternGeco to be an 
exception to Power Integrations’s rule.  

Viewed through this lens, some of Power Integrations remains good law. 
Indeed, the Federal Circuit declined to “parse Power Integrations to identify 
which particular sentences are now superseded by WesternGeco.”132 Thereby, 
the court suggested that some parts of Power Integrations are no longer binding, 
but that some parts still may be. 

The following Sections identify two important principles from Power 
Integrations that WesternGeco may affect. Section IV.A.1 outlines that Brumfield 
does not address whether Power Integrations’s claim that foreign conduct cuts 
off the chain of causation from domestic infringement is still good law.133 On 
the contrary, Section IV.A.2 argues that WesternGeco and Brumfield necessarily 
refute Power Integrations’s claims regarding compensatory damages. By this 
token, this Note proposes that the correct way to apply Power Integrations, 
WesternGeco, and Brumfield is through using foreign conduct to measure the 
value of domestic infringement. 

1. The “Chain of  Causation” Clause of  Power Integrations May Remain 
Good Law 

Power Integrations held that “the entirely extraterritorial production, use, or 
sale of an invention patented in the United States is an independent, 
intervening act that, under almost all circumstances, cuts off the chain of 
causation initiated by an act of domestic infringement.”134 The Federal Circuit 
offered this as bright-line guidance on the scope of an infringer’s liability. The 
Brumfield court explicitly declined to comment on the extent to which 
proximate causation and foreseeability limit the scope of foreign liability.135 
 
 129. See Brumfield II, 97 F.4th at 880; WesternGeco II, 585 U.S. at 417. 
 130. Brumfield II, 97 F.4th at 880. 
 131. WesternGeco II, 585 U.S. at 417. 
 132. Brumfield II, 97 F.4th at 871. 
 133. Power Integrations, 711 F.3d at 1371–72. 
 134. Id.  
 135. Brumfield II, 97 F.4th at 878. 
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trivial rule: there is no such thing as infringing activity outside of the United 
States, so it can cause no injury, and so there is nothing to compensate.  

But even supposing that such foreign injury from foreign infringement did 
exist, WesternGeco already rejected this hypothetical defendant’s argument. 
Justice Gorsuch’s dissent in WesternGeco expressed fears that the majority had 
authorized damage awards for any use of a patented invention abroad, as long 
as one of its components was supplied from the United States.144 The majority 
responded that this position “wrongly conflates legal injury with the damages 
arising from that injury.”145 By this token, the foreign use of the patent is not 
independently actionable; foreign conduct does not produce new harm or 
injury. Rather, foreign conduct is merely the measure of how much the 
patentee has suffered as a result of the infringement. 

But how should courts use foreign conduct as a measure of harm? The 
following Sections illustrate the answer through discussing how foreign 
conduct is a measure of the proper amount of damages in three different 
contexts: lost profits, reasonable royalties, and enhanced damages. 

B. FOREIGN CONDUCT AS A MEASURE OF LOST-PROFIT AWARDS 

The Brumfield court declined to speculate if Power Integrations would stand 
up under the WesternGeco framework.146 Exploring this question will illustrate 
the effects of the WesternGeco framework on the determination of lost-profit 
awards. The discussion below illuminates a fork in the road: foreign conduct 
could be used as either a broad or narrow measure of lost-profit awards. 

Recall how Brumfield describes the WesternGeco framework. First, when 
deciding if the application of a statute is impermissibly extraterritorial, courts 
must first identify the statute’s focus.147 Then, the court should ask whether 
the conduct relevant to the statute’s focus is “domestic.”148 Last, the court 
should ask if the infringement has “the needed causal relationship” to the 
foreign conduct that is the basis of the damages theory.149 

Applying the WesternGeco framework to Power Integrations, the first two steps 
are unlikely to exclude the consideration of foreign conduct. WesternGeco and 
Brumfield clearly establish that the focus of § 284 is “the infringement.”150 Power 
Integrations involved direct infringement under § 271(a).151  Reading § 271(a) 
 
 144. WesternGeco II, 585 U.S. at 423–24 (Gorsuch, J., dissenting). 
 145. Id. at 417. 
 146. Brumfield II, 97 F.4th at 871. 
 147. Id. at 873 (citing RJR Nabisco, 579 U.S. at 337). 
 148. Id. (citing WesternGeco II, 585 U.S. at 414). 
 149. Id. at 874, 878. 
 150. WesternGeco II, 585 U.S. at 414. 
 151. Power Integrations, 711 F.3d at 1376. 
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compensatory.”164 But § 284 authorizes only compensatory awards: “damages 
adequate to compensate for the infringement.”165  

2. Using Foreign Conduct as a Measure of  Injury Should Instead Focus on the 
Amount of  Money That the Infringer’s Domestic Conduct Accrues Abroad 

Even before Brumfield, the Eastern District of Texas interpreted 
WesternGeco to authorize lost-profit damages for foreign sales if and only if the 
sales were the result of domestic infringement.166 In 2019, Plastronics extended 
the holding of WesternGeco to a lost-profits case based on § 271(a) 
infringement.167 The court characterized WesternGeco as holding “a plaintiff 
could recover foreign damages that resulted from domestic acts of 
infringement,” regardless of the type of damages sought or nature of 
underlying infringement.168 The court also correctly cautioned, in accordance 
with WesternGeco, that a plaintiff cannot recover under § 271(a) for purely 
foreign manufacturing, use, or sales because these acts do not constitute 
infringement under § 271(a).169  

Helpfully, the Plantronics court offered examples of foreign activity coupled 
with domestic infringement that can authorize lost profit awards, e.g., an 
infringing product made in the United States that was sold abroad, or a product 
imported into the United States that was subsequently sold internationally.170 
The court noted that each of these instances involved conduct from a 
defendant that constituted infringement under § 271(a), and thus, under the 
reasoning of WesternGeco, was compensable even if the sale causing damage 
ultimately occurred abroad. 171  By this token, foreign profits measure the 
patentee’s harm because they were where the domestic infringement finally 
accrued a measurable benefit. 

WesternGeco, viewed through this lens, is consistent with the proposition 
that lost-profit awards must only compensate for the domestic actions of the 
infringer. 172  ION’s infringement was shipping components of a patented 
invention overseas to be assembled.173 The WesternGeco jury found that because 
 
 164. Liu v. Sec. & Exch. Comm’n, 591 U.S. 71, 76 (2020). 
 165. 35 U.S.C. § 284. 
 166. See generally Plastronics Socket Partners, Ltd. v. Dong Weon Hwang, No. 
218CV00014JRGRSP, 2019 WL 4392525 (E.D. Tex. June 11, 2019), report and recommendation 
adopted, No. 218CV00014JRGRSP, 2019 WL 2865079 (E.D. Tex. July 3, 2019). 
 167. Id. at *4. 
 168. Id. 
 169. Id. at *5 (citing WesternGeco II, 585 U.S. at 410). 
 170. Id. at *5. 
 171. Id. 
 172. See WesternGeco II, 585 U.S. at 409. 
 173. Id. 
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By this token, Microsoft may have been willing to pay more per use of the 
allegedly infringing servers—a higher royalty rate. The following Section 
outlines the proper ways to consider foreign conduct in consonance with 
Brumfield. Foreign conduct may be considered in the royalty base only to the 
extent that it would be the proper basis for a lost profit award. 

2. Brumfield Is Consistent with the Georgia-Pacific Factors 

Having clarified that foreign conduct may be considered in the royalty rate 
and not the royalty base, this Section outlines how foreign conduct may 
“increase the value of the domestic infringement.” 202  Practitioners should 
include these arguments in their existing analysis of the Georgia-Pacific factors, 
each of which embody a reason that an infringer would have agreed to pay a 
higher royalty rate.203 The following Sections discuss how foreign conduct fits 
into several of the existing Georgia-Pacific factors. 

a) Factor 3: The Scope of  the License 

The third Georgia-Pacific factor is “[t]he nature and scope of the license, as 
exclusive or non-exclusive; or as restricted or non-restricted in terms of 
territory or with respect to whom the manufactured product may be sold.”204 
This factor explicitly contemplate that the territorial scope of a license 
influences a royalty rate.205 Here, it is possible that a prospective infringer 
would pay more for a license that permits international sales from the United 
States than it would for one that only authorizes sales in the United States. 
This possesses the “required causal connection” because the sales abroad 
result from the domestic infringement: making the infringing product in the 
United States.206 

b) Factor 5: The Commercial Relationship Between the Licensor 
and Licensee 

The fifth Georgia-Pacific factor is “[t]he commercial relationship between 
the licensor and licensee, such as, whether they are competitors in the same 
territory in the same line of business.”207 Suppose a patentee and infringer are 
competitors in markets outside of the United States. A patentee will be less 

 
 202. Brumfield II, 97 F.4th at 877. The Federal Circuit also offers the example of such an 
increase if the domestic infringement “enables and is needed to enable otherwise-unavailable 
profits from conduct abroad.” Id. 
 203. See supra Section II.B.2. 
 204. Georgia-Pacific, 318 F. Supp. at 1120. 
 205. See id. 
 206. See Brumfield II, 97 F.4th at 880. 
 207. Georgia-Pacific, 318 F. Supp. at 1120. 
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willing to license to its competitor—especially if it competes in the market for 
the patented product outside the United States—leading to a higher royalty rate. 
After all, a company that buys the licensed product from the competitor in the 
United States may be more likely to also buy it from the competitor abroad. 
As above, this theory possesses the “required causal connection” because the 
sales abroad result from the domestic infringement of making the infringing 
product in the United States.208 

c) Factor 6: Promotion of  Sales of  Non-Patented Items 

The sixth Georgia-Pacific factor is “[t]he effect of selling the patented 
specialty in promoting sales of other products of the licensee; that existing 
value of the invention to the licensor as a generator of sales of his non-patented 
items.”209 Running with the same hypothetical from above, a company that 
buys the licensed product from the competitor in the United States may be 
more likely to also buy the competitor’s other products abroad. The potential 
sales boost to non-patented items outside of the United States may make the 
competitor more willing to pay a higher price to practice the patent in the 
United States. Therefore, the royalty established at the hypothetical negotiation 
could be increased to reflect prospective conduct abroad.210 

d) Factor 8: Established Profitability 

The eighth Georgia-Pacific factor is “[t]he established profitability of the 
product made under the patent; its commercial success; and its current 
popularity.” 211  If the competitor or patentee has a proven record of high 
profits from selling the product abroad, then the competitor would pay more 
to license the patent in the United States. Therefore, the royalty established at 
the hypothetical negotiation could be increased to reflect prospective conduct 
abroad.212  

e) Factor 11: Value of  Invention to the Infringer 

The eleventh Georgia-Pacific factor is “[t]he extent to which the infringer has 
made use of the invention; and any evidence probative of the value of that 
use.”213 This factor does not reference the use of the invention in the United 
States, so it could cover prior use abroad. Suppose that prior to infringing in 
the United States, a competitor used the patented method to manufacture 

 
 208. See Brumfield II, 97 F.4th at 880.  
 209. Georgia-Pacific, 318 F. Supp. at 1120. 
 210. See Brumfield II, 97 F.4th at 880. 
 211. Georgia-Pacific, 318 F. Supp. at 1120. 
 212. See Brumfield II, 97 F.4th at 880. 
 213. Georgia-Pacific, 318 F. Supp. at 1120. 
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widgets abroad, to great success. A patentee may offer evidence that is 
probative of the value of that foreign use to suggest that the competitor would 
have paid more to license the patent to use the method for manufacturing in 
the United States. 

D. FOREIGN CONDUCT AS A MEASURE OF WILLFUL INFRINGEMENT 

Section IV.B.1 proposes that courts reject the disgorgement interpretation 
of WesternGeco’s causation framework in the context of lost-profit awards. But 
this is not to say that damages awards may never be increased to disgorge a 
defendant for their foreign bad acts. Indeed, it makes sense to increase 
damages awards to punish or deter wrongdoing, but this must be done by using 
foreign conduct as a measure of willfulness. Thereby, foreign conduct fits 
neatly into the existing framework of enhanced damages awards.  

Section IV.D.1 illustrates a real-life scenario where enhanced damages 
based on foreign misconduct may be proper. Then, Section IV.D.2 applies the 
WesternGeco framework to the enhanced damages provision of § 284, arguing 
that it could render such an award impermissibly extraterritorial. Therefore, 
courts must be careful in applying WesternGeco. 

1. Case Study: Power Integrations II 

Interestingly, an example of seeking enhanced damages based on bad acts 
abroad is Power Integrations II.214  On remand, after the Federal Circuit had 
excluded the evidence of foreign sales in a lost-sales award, Power Integrations 
instead argued that Fairchild had willfully infringed its patent.215 The District 
of Delaware ruled that the Federal Circuit’s Power Integrations decision did not 
prohibit punitive damages for foreign conduct, even though it prohibited 
compensatory damages for foreign conduct. 216  Specifically, the District of 
Delaware found that Fairchild’s extraterritorial conduct “is relevant to 
assessing Fairchild’s intent, and, hence, it may be considered as part of a record 
supporting a finding of willfulness.”217 Accordingly, the District of Delaware 
found that the infringement was willful. 218  However, the court ultimately 
declined to award enhanced damages because the patent invalidity ruling was 
too close of a call.219 Nonetheless, Power Integrations II illustrates that foreign 
bad acts can establish willful infringement. 
 
 214. Power Integrations, Inc. v. Fairchild Semiconductor Int’l, Inc., No. CV 04-1371-LPS, 
2017 WL 6206382, at *13 (D. Del. Dec. 8, 2017) [hereinafter Power Integrations II]. 
 215. Id. 
 216. Id. at *10. 
 217. Id. at *10. 
 218. Id. at *11. 
 219. Id. at *9. 
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2. WesternGeco Does Not Prohibit Using Foreign Conduct as the Basis of  
Willful Infringement 

Brumfield is silent on the issue of extraterritoriality in enhanced damages 
awards.220 And to the extent that Power Integrations remains good law, its focus 
is on compensatory, not punitive awards.221 Is considering foreign conduct in 
awarding enhanced damages—augmenting the actual damages to punish or 
deter wrongdoers—impermissibly extraterritorial? As Power Integrations II 
illustrates, courts already consider foreign conduct in determining whether 
infringement was willful, and Brumfield should not change that. 

As Brumfield dictates, the WesternGeco framework guides how a court must 
determine the permissibility of  considering foreign conduct as the basis of 
willful infringement awards.222 As in WesternGeco, the relevant statute is § 284, 
but this time the relevant provision allows courts to “increase the damages up 
to three times the amount found or assessed.”223 

The first step of the WesternGeco framework requires identifying the 
“statute’s focus.”224 The Supreme Court and Federal Circuit both found the 
focus of § 284 to be providing patent owners “complete compensation for 
infringements.”225 But they focused on the compensatory damages provision 
of the statute, not the enhanced damages provision.226 Just as the WesternGeco 
Court looked to jurisprudence to determine the focus of the first provision of 
§ 284,227 determining the purpose of the enhanced damages provision requires 
analyzing case law. Federal Circuit case law explains that the two focuses of 
enhanced damages are punishment and deterrence.228 

The next step of the WesternGeco framework requires asking if the conduct 
relevant to the statutory focus in this case is domestic.229 WesternGeco found 
that the conduct relevant to § 271(f)(2) was “the domestic act of supply[ing] in 
 
 220. See generally Brumfield II, 97 F.4th at 871. 
 221. Power Integrations, 711 F.3d at 1371.  
 222. Brumfield II, 97 F.4th at 871 (holding that the WesternGeco framework governs the 
“determination whether patent damages are properly awarded in a particular case based partly 
on conduct abroad”). 
 223. 35 U.S.C. § 284. 
 224. Brumfield II, 97 F.4th at 873 (citing RJR Nabisco, 579 U.S. at 337). 
 225. Id. (citing WesternGeco II, 585 U.S. at 408). 
 226. WesternGeco II, 585 U.S. at 414. 
 227. Id. 
 228. See Avia Grp. Int’l, Inc. v. L.A. Gear Cal., Inc., 853 F.2d 1557, 1566 (Fed. Cir. 1988) 
(holding that “[o]ne purpose of an increased damage award is to deter willful patent 
infringement by punishing the willful infringer.”); see also SRI Int’l, Inc. v. Advanced Tech. 
Lab’ys, Inc., 127 F.3d 1462, 1468 (Fed. Cir. 1997) (holding that “the remedy of enhancement 
of damages” is “primar[ily] punitive/deterr[ence]”). 
 229. Brumfield II, 97 F.4th at 873 (citing WesternGeco II, 585 U.S. at 414). 
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eliminated the rigid framework.12 The consequences of shifting from a rigid to 
a relaxed framework exposes up to four hundred thousand U.S. design patents 
to substantial uncertainty.13 

A uniform standard to determine obviousness for design and utility patents 
can clean up the law most effectively because it offers a single set of factors to 
consider for any § 103 obviousness analysis. Still, the uniform standard that 
LKQ established fails to acknowledge the inherent differences between design 
and utility patents because LKQ’s design patent framework erroneously 
incorporates functional elements into a nonfunctional, or design-focused, 
analysis. This Note suggests that courts should filter out non-protectable 
functional elements under this new framework for obviousness before 
considering the difference between the prior art and the claimed design.14 
Filtering out unprotectable functional elements, similar to how courts apply 
copyright law, ensures design patents protect what they intend to. 

This Note examines the Federal Circuit’s reasoning in LKQ Corp. v. GM 
Global Technology Operations and its consequences. Part II provides the legal 
background and history of design patent obviousness. Part III summarizes 
LKQ Corp. v. GM Global Technology Operations. Part IV analyzes the Federal 
Circuit’s ruling, discusses the potential implications of utilizing the relaxed 
framework in the nonobviousness determination for design patents, evaluates 
the Patent Trial and Appeals Board’s (PTAB) attempts to implement this 
ruling, and proposes additional considerations to better protect against 
functional elements receiving design protection. Part V provides concluding 
thoughts. 

II. LEGAL BACKGROUND 

The Federal Circuit’s decision in LKQ Corp. reconciled how the 
nonobviousness standard for design patents, as established in § 103, aligns 
with the Supreme Court’s holding in KSR International Co. v. Teleflex Inc. Section 
II.A describes the history of nonobviousness in utility patents and the 
establishment of the Graham factors to guide the courts in their determination. 
This Section also discusses the Supreme Court’s rejection of a more rigid 
interpretation of § 103 for utility patents in KSR. Section II.B outlines the 
history of design patent nonobviousness and the Federal Circuit’s Rosen-Durling 

—————————————————————————————— 
 12. Id. at 1295. 
 13. Brief of Amicus Curiae Am. Intell. Prop. L. Ass’n in Support of Neither Party, LKQ, 
102 F.4th 1280 (No. 21-2348), 2023 WL 5748137, at *26 [hereinafter AIPLA Brief]. 
 14. See LKQ, 102 F.4th at 1298. 
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test to guide district courts in their nonobviousness determination for design 
patents. 

A. HISTORY OF OBVIOUSNESS IN UTILITY PATENTS 

Congress established an obviousness standard in § 103 for utility and 
design patents in the Patent Act of 1952.15 A claimed invention or design is 
not eligible for a patent unless it is determined to be nonobvious over prior 
art.16 However, lawmakers wrote § 103 with utility patents in mind. Section 
II.A.1 discusses the establishment of the Graham factors, which are factual 
inquiries to guide courts in making nonobviousness determinations. Section 
II.A.2 discusses the Supreme Court’s rejection of the Federal Circuit’s 
Teaching, Suggestion, or Motivation (TSM) test to determine the 
nonobviousness of design patents.  

1. Establishment of  the Graham Factors, 1966 

The Supreme Court established a modern framework for obviousness 
analysis in Graham v. John Deere Co. In this case, the Court established four basic 
factual inquiries collectively known as the Graham factors for courts, the 
USPTO, and the PTAB to consider in their obviousness analysis.17 The first 
factor the courts need to determine is the scope and content of the prior art.18 
There is a two-part test to determine the scope of analogous art for utility 
patents: “(1) whether the art is from the same field of endeavor as the claimed 
invention; and (2) if the reference is not within the field of the inventor’s 
endeavor, whether the reference still is reasonably pertinent to the particular 
problem with which the endeavor is involved.”19 After establishing the scope, 
the second factor requires courts to determine the differences between the 
prior art and the claims of the current invention.20 The third factor evaluates 
the level of ordinary skill in the pertinent art.21 The fourth and final factor 
allows for secondary considerations “to give light to the circumstances 
surrounding the origin of the subject matter sought to be patented.”22 The 
Court acknowledged commercial success, long-felt but unsolved needs, and 
failure of others as some potential secondary considerations.23 The Court also 
was careful to note that the new test did not change the overall strictness courts 
—————————————————————————————— 
 15. 23 A.L.R. Fed. 326 § 2[a] (1975). 
 16. 35 U.S.C. § 103. 
 17. See generally Graham v. John Deere Co. of Kansas City, 383 U.S. 1, 1 (1966). 
 18. Id. at 17. 
 19. LKQ, 102 F.4th at 1297. 
 20. Graham, 383 U.S. at 17. 
 21. Id. 
 22. Id. 
 23. Id. 



KOTCHMAN_FINALPROOF_12-16-25 (DO NOT DELETE)   2//11//25 9:38 PM 

694 BERKELEY TECHNOLOGY LAW JOURNAL [Vol. 40:689 

 

previously applied § 103 and retained the relaxed standard of § 103 to 
determine obviousness.24  

2. Introduction and Demise of  the Teaching, Suggestion, or Motivation Test 

The broad Graham factors continued to guide the obviousness analysis 
until the Federal Circuit sought to answer obviousness questions with more 
uniformity and consistency due to lower courts’ varying interpretations of the 
flexible Graham factors.25 Courts applying the second Graham factor would 
look at the prior art of a claimed invention, and would combine multiple prior 
arts to demonstrate each element was independently known and the claimed 
invention was therefore obvious.26 However, most new inventions rely upon 
the building blocks of previous innovations and are combinations of what is 
already known.27 To address this, the court began employing a more rigid 
Teaching, Suggestion, or Motivation test that was still in line with the Graham 
factors but imposed additional requirements to lead to more predictable 
obviousness determinations.28 This test added the requirement that a patent 
claim “is only proved obvious if ‘some motivation or suggestion to combine 
the prior art teachings’ can be found in the prior art, the problem’s nature, or 
the knowledge of a person having ordinary skill in the art.”29 

The Federal Circuit’s TSM test dominated utility patent’s obviousness 
analysis until the Supreme Court overruled it in the 2007 KSR International Co. 
v. Teleflex Inc. decision.30 In KSR, Teleflex accused KSR of infringing its patent 
by adding an electric sensor to one of KSR’s previously designed accelerator 
pedals.31 KSR counterclaimed that Teleflex’s patent was invalid under § 103 
because it was obvious.32 The Federal Circuit held that Teleflex’s patent was 
nonobvious because, after applying the TSM test, the prior art would not have 
led a person of ordinary skill to put a sensor on a pedal like Teleflex did.33 On 
writ of certiorari, the Supreme Court held that the TSM test was incompatible 
with its holding in Graham because it “transform[ed] the general principle into 
a rigid rule that limit[ed] the obviousness inquiry.”34 After overruling the TSM 
test, the Court determined Teleflex’s patent claim was invalid as obvious 
—————————————————————————————— 
 24. Id. at 19. 
 25. KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398, 407 (2007). 
 26. Id. at 418. 
 27. Id. at 418–19. 
 28. Id. 
 29. Id. 
 30. Id. at 427–28. 
 31. Id. at 406. 
 32. Id. 
 33. Id. at 413–14. 
 34. Id. at 419. 
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because combining an available sensor to a pedal was not an inventive step.35 
A person of ordinary skill in the relevant art was capable of, and the benefit of 
doing so was obvious.36 

The Supreme Court clearly refuted the rigid TSM test for obviousness in 
utility patents in KSR. The Court expressed concern about granting a patent 
based on the combination of the prior art, which is the principal reason for 
declining patents for obvious inventions.37 A rigid test like TSM allowed for a 
patent to be granted by combining two prior art references, a pedal and an 
electric sensor. With the TSM test, the courts and patent examiner focused on 
the problem the patentee was trying to solve and limited the scope of their 
obvious analysis to elements of prior art designed to solve the same problem.38 
However, an obviousness analysis is not limited to the prior art of the same 
problem.39 A person of ordinary skill would be able to fit the teachings of 
multiple patents together to solve a different problem and, therefore, required 
the Court to step in to prevent similar occurrences.40 In its decision, the Court 
did not address whether the obviousness holding presented in KSR extended 
to design patents.41  

B. ORIGIN AND HISTORY OF OBVIOUSNESS IN DESIGN PATENTS 

Since the creation of design patents in 1842, courts have struggled to apply 
the utility patent framework seamlessly to design patent protections, 
particularly after the concept of nonobviousness was introduced in the Patent 
Act of 1952. This led to the creation of the Rosen-Durling test by the Federal 
Circuit. Section II.B.1 examines early cases from the Supreme Court and the 
Court of Customs and Patent Appeals (C.C.P.A.) that laid the groundwork for 
the court’s decisions in Rosen and Durling. Section II.B.2 discusses the court’s 
decisions on design patent obviousness in Rosen and Durling and the creation 
of the two-part test to determine nonobviousness in design patents. Section 
II.B.3 discusses the Federal Circuit’s application of applying the Rosen-Durling 
test to assess the nonobviousness of a design patent. 

1. Development of  Obviousness in Design Patents prior to Rosen-Durling 

As industrial design emerged in America, Congress sought to protect these 
designs with the first design patent statute in 1842, utilizing the framework of 

—————————————————————————————— 
 35. Id. at 424. 
 36. Id. 
 37. Id. at 415–16. 
 38. Id. at 420. 
 39. Id. 
 40. Id. at 420–21. 
 41. See generally id. 
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providing broader protection for design patents.59 The Federal Circuit in 
Durling further expanded the framework by introducing a two-part test: first, a 
primary reference must be identified, or the analysis ends, and second, 
secondary references must be so closely related that their ornamental features 
suggest applying them to the primary reference.60 Together, these decisions set 
the stage for the legal landscape regarding design patent obviousness until the 
2024 LKQ decision, which marked a pivotal shift in the standard. 

a) In re Rosen: Requirement of  a Primary Reference That is 
“Basically the Same” 

The C.C.P.A. attempted to define the lines of what prior art could be 
considered in determining the obviousness of a design in In re Rosen.61 In In re 
Rosen, a patent examiner rejected a claimed design for a coffee table because 
the combination of prior art references would have been obvious to a person 
of ordinary skill in the art (Figure 1).62 On appeal, the court reversed the patent 
office decision because there was not a single reference that was the same as 
the claimed design to support a holding of nonobvious.63 The court turned to 
its prior holding in In re Jennings, where it held, “[i]n considering patentability 
of a proposed design the appearance of the design must be viewed as a whole 
[ . . . ] and compared with something in existence—not with something that 
might be brought into existence by selecting individual features from prior art 
and combining them.”64 The court rejected the petitioner’s “regrouping” of 
furniture elements and imposed a requirement for a primary reference that was 
currently in existence (Figure 2).65 The court’s holding required the design 
characteristics of the primary reference to be “basically the same” as the 
claimed design.66 If no primary reference could be provided, then the 
obviousness inquiry ended without further consideration.67 This primary 
reference is commonly referred to as the Rosen reference in § 103 obviousness 
cases.68  
 

—————————————————————————————— 
 59. See id. 
 60. Durling, 101 F.3d at 103. 
 61. Rosen, 673 F.2d at 390–91. 
 62. Id. at 389–90. 
 63. Id. at 390–91. 
 64. Id. at 391 (quoting In re Jennings, 182 F.2d 207, 208 (C.C.P.A. 1950)). 
 65. Id. 
 66. Id.  
 67. See id. 
 68. LKQ Corp. v. GM Glob. Tech. Operations LLC, 102 F.4th 1280, 1289 (Fed. Cir. 
2024). 
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Figure 1: The Claimed Design of the Coffee Table 

 
 

 

Figure 2: The Four Claimed Prior Arts with Elements of the Claimed Design 

 

 

In re Rosen introduced a very rigid requirement to the obviousness analysis 
of design patents. Requiring a primary reference that is “basically the same” as 
the claimed design severely limited the prior art available to invalidate a patent 
and allowed designers to freely combine elements from previous designs as 
long as there is no prior art that could be considered “basically the same.”69  

—————————————————————————————— 
 69. See id. 
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b) Durling v. Spectrum Furniture Co.: Determining the Scope of  
Secondary References 

The Federal Circuit addressed the permissible scope of prior art that may 
supplement a Rosen Reference in Durling v. Spectrum Furniture Co.70 In this case, 
Durling sued Spectrum for infringing on their design patent for a sofa.71 
Spectrum defended itself by arguing that Durling’s design patent was not 
eligible because it was obvious.72 The district court relied on Durling’s 
concession that a different sofa manufactured by Schweiger Furniture 
Industries Inc. was the closest prior art for the primary reference and found 
that the differences between the Durling sofa and the Schweiger sofa were 
insignificant (Figures 3 and 4).73 In addition to a secondary consideration of 
the lack of commercial success of Durling’s sofa, the district court found 
Durling’s design patent invalid for obviousness.74  

Figure 3: Claimed Design: Durling’s Sofa 

 
 

  

—————————————————————————————— 
 70. Durling v. Spectrum Furniture Co., 101 F.3d 100, 103 (Fed. Cir. 1996). 
 71. Id. at 101–02. 
 72. Id. at 102. 
 73. Id. 
 74. Id. 


