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Abstract

From the perspective of intellectual property (IP) and antitrust law, the overriding question in the pharmaceutical industry is how to navigate
the tradeoff between innovation and access. It is into this debate that William Feldman steps with his important article adapted from recent
testimony before the Senate Judiciary Committee. Dr. Feldman discusses an array of anticompetitive behavior. In this response piece, I focus on
“patent thickets” and “product hopping” to emphasize how they often harm consumers without any innovation justification and how they can
be addressed.
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From the perspective of intellectual property (IP) and antitrust law,
the overriding question in the pharmaceutical industry is how to
navigate the tradeoff between innovation and access. In other
words, how can we foster innovation in the form of potentially
life-saving medicines while ensuring that as many patients as
possible are able to obtain access? Drug companies deserve credit
for developing important treatments. But they also have engaged in
conduct that delays generic entry without any innovation-based
justification.

It is into this debate that William Feldman steps with his
important article adapted from recent testimony before the Senate
Judiciary Committee. Dr. Feldman discusses an array of anticom-
petitive behavior that has been used for inhalers for asthma and
chronic obstructive pulmonary disease (COPD) and GLP-1 recep-
tor agonists treating diabetes and weight loss. Through his analysis
of drug-device combinations, Feldman raises concern with late-
acquired patents, device patents not connected to listings in the
“Orange Book”1 maintained by the US Food and Drug Adminis-
tration (FDA), “patent thickets,” and “product hopping.” In this
response piece, I focus on these latter two activities to emphasize
how they often harm consumers without any innovation justifica-
tion and how they can be addressed.

Patent thickets

The first activity is patent thickets. These are collections of patents
that drug companies amass to delay competition. The thickets “are
generally built from ‘secondary patents’ that take the form of minor
alterations to an existing drug rather than new chemical entities.”2

These alterations include, for example, “changing the formulation
(extended release), dosage, or route of administration (such as
capsules, tablets, and topicals).”3

In some industries, firms need to put together collections of
patents. As Sean Tu and I have explained, in the high-technology
industry, there are hundreds, or even thousands, of patents in a single
product.4 Companies in this setting accumulate patents to increase
their bargaining power in licensing technology to each other.5

In contrast, a drug company “tends to have all of the patents it
needs to enter the market.”6 Brand-name drug firms need not obtain
a license from a generic firm to reach the market.7 Further casting
doubt on the need for (and raising concern with) large thickets is the
industry’s complex regulatory regime and market concentration.8

Perhaps the most famous pharmaceutical patent thicket is Abb-
Vie’s Humira, which until recently was the world’s best-selling
drug, and which treats a number of diseases including arthritis,
Crohn’s disease, ulcerative colitis, and plaque psoriasis.9 AbbVie
collected more than 130 patents on Humira, with dozens obtained
shortly before the expiration of the patent on the active ingredient.10

In fact, over 90% of AbbVie’s patents were issued more than a
decade after the drug was marketed, with the patents covering less
innovative aspects of the drug.11

Companies facing such thickets have difficulty avoiding all of
the patents. Drugs in the twentieth century were small-molecule
therapies in the form of compounds produced through chemical
synthesis.12 Generic manufacturers needed to address patents but a
single drug did not tend to have many patents.13 In contrast,
biologics are large molecules derived from living organisms and
tend to be covered by more patents.14 Not only are they more
complex, but the requirement that follow-on manufacturers offer
products that are merely similar (as opposed to, for generics,
equivalent) means that “there can be patents that do not claim
the reference biologic product itself but are potential threats to entry
for biosimilars.”15

Product hopping

The second generic-delaying activity is product hopping.16 Steve
Shadowen and I have defined the behavior to include instances in
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which a brandmanufacturer “(1) reformulates the product in a way
that makes the generic non-substitutable and (2) encourages doc-
tors to write prescriptions for the reformulated product rather than
the original.”17 The combination of these actions underscores the
lack of innovation as the drug company does not expand its
prescription base but just migrates it to the new version to block
generics.

Every time the brand firm changes the drug even slightly, the
generic cannot be substituted. Themost effective formof competition
— substitution at the pharmacy counter— requires an “AB rating,”
which mandates the generic to be “therapeutically equivalent”
(having the same active ingredient, form, dosage, strength, and
safety/efficacy profile) and “bioequivalent” (absorbed into the body
at the same rate).18 Each switch prevents equivalence, sending the
generic back to the drawing board to reformulate the drug, obtain
FDA approval, and fight a new set of patents.19

Product hopping not only delays generic entry but also can harm
innovation as brand firms withhold advances from the market to
use later as part of a product hop. Three examples illustrate. In one,
the brand firm delayed seeking a new indication for the original
product, reserving it for a reformulation, even though “data neces-
sary to get the new indication was available much earlier.”20 In a
second, the company conceded that the “principal reason… for not
seeking FDA approval” for off-label uses was that it “wanted to
reserve them for a later promotional campaign for its reformulated
product.”21 And in a third, the brand firm waited until generic
competition for the original drug was imminent before introducing
the reformulated version even though it had obtained FDA approval
three years earlier.22

The product hopping cases that have been litigated in the courts
demonstrate the concern with the behavior. One example involves
AstraZeneca’s switch from heartburn-treating Prilosec to Nexium
to receive an additional 13 years of patent protection.23 Even though
there was almost no difference between the drugs, the company
aggressively promoted Nexium to doctors while stopping its promo-
tion of Prilosec.24 The switch did not make economic sense since the
firm stopped marketing its most profitable ($4 billion in revenues)
drug, sales increased less than for other drugs in the class, and an
expert told doctors they “should be embarrassed” if they prescribe the
“same drug” Nexium.25

Another example is opioid-dependence-treating Suboxone,
for which Reckitt switched from tablets to sublingual (under-
the-tongue) film. The company publicly announced the removal
of tablets for safety reasons (even though tablets were safer),
waited 6 months to remove them, disparaged (and raised the
price of) Suboxone tablets, and promoted Suboxone film to
doctors.26 None of this made economic sense: raising the price
of tablets (even though film was more expensive) was costly, as
was warning of false safety concerns, all of which led to a result of
“substantially reduced profit margins” on $700 million in annual
sales.27

A third example is Alzheimer’s-treating Namenda. To obtain 14
more years of patent protection, Forest stopped actively marketing
its twice-daily immediate-release (IR) version, robustly promoted
the new once-daily extended release (XR), sold XR at discount,
announced the discontinuance of IR, and published letters urging a
switch to XR.28 This made no sense as Forest pulled one of its best-
selling drugs ($1.5 billion in annual sales) off the market to suffer
“20% franchise disruption” and the loss of “tens if not hundreds of
millions of dollars.”29

In short, in several product hopping cases, the behavior only
makes sense by harming rivals.

Legislative solutions

Feldman supports legislation that would address these and other
related issues. In this section, I focus on the legislation that the
Senate Judiciary Committee considered in 2024: product hopping,
citizen petitions, and agency coordination, as well as legislation on
settlements and patent thickets.30

Product hopping

On product hopping, S. 150, the Affordable Prescriptions for
Patients Act of 2023, until recently provided an effective approach.
In July 2024, the legislation, which (as discussed below) now
addresses only patent thicketing, was amended to remove the
product hopping provisions. That is unfortunate.

The provisions gave the FTC the power to challenge as antic-
ompetitive two types of product hops. The first, a “hard switch,”
occurs when the old drug is removed from the market. Courts have
appropriately found that such switches could violate antitrust law.31

The second is a “soft switch,” which occurs when the old drug
remains on the market. Courts have not sufficiently appreciated the
harms of this conduct. For example, despite the array of question-
able activity accompanying the switch from Prilosec to Nexium
discussed above,32 the Walgreens court found that there was no
allegation that AstraZeneca “eliminated any consumer choices” but
claimed that it “added choices,” with superiority determinations
“left to the marketplace.”33 Such statements do not recognize the
unique pharmaceutical marketplace, in which buyers (consumers,
insurance companies) differ from deciders (doctors), with the
disconnect creating room for anticompetitive behavior.34

The industry and its defenders consistently complain that product
hopping legislation would stifle innovation.35 But that is not persua-
sive. AsGenevieve Tung and I have shown, similar innovation-based
complaints trace back at least 60 years and appear every time
Congress considers a legislative proposal that would (evenmodestly)
restrict patents or apply antitrust.36 As former HHS Secretary Alex
Azar lamented, the industry constantly recycles the “tired talking
points” that “if one penny disappears” from its profit margins,
“American innovation will grind to a halt.”37

In fact, the earlier version of S. 150 allowed a drug company to
offer justifications based on showing that it had safety, supply dis-
ruption, or procompetitive reasons for the switch.38 The legislation
also applied a deferential analysis that allowed the company to show
that it would have undertaken the activity regardless of its effect on
competition. In crediting all legitimate reasons (as opposed to weigh-
ing anticompetitive against procompetitive effects), the legislation
applied a version of the “no economic sense” test that is as deferential
as any test courts have applied in antitrust law.39

Patent thickets

On patent thickets, the Affordable Prescriptions for Patients Act of
2023 mentioned above passed the Senate.40 The legislation limits
the number of patents that can be asserted in litigation. While this
offers an advantage over the current system, it would only modestly
address the problem of patent thickets.

The bill would limit the biologic manufacturer to asserting
20 patents in litigation, but that cap only applies to patents that
are (1) in certain categories41 and (2) are filed more than four years
after the product’s approval or claim a manufacturing process that
the biologic manufacturer does not use. The cap would not restrict
other types of patents, and in any event, for administrability reasons
judges typically limit the number of patents litigated.
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A more direct effect would come from legislation introduced in
January 2024 by SenatorsWelch, Braun, and Klobuchar that would
allow “[p]atent holders who have created a thicket” to “assert only
one patent per thicket in litigation.”42 The legislation also “prohibits
a patent owner from asserting multiple patents from the same
thicket in separate actions against the same alleged infringer to
circumvent the intent of the law.”43 This legislation would have a
more dramatic effect on thickets, as patent holders could no longer
rely on the density of their thickets to swamp a rival in endless
litigation but would need to choose the strongest patent to litigate.

An effective non-legislative approach to the thicket problem is to
change the “terminal disclaimer” practice, as the Patent Office
proposed in May 2024.44 Patent owners are entitled to obtain
patents similar to existing ones if they agree to a terminal disclaimer
that prohibits the second patent from extending the term of the
first.45 Sean Tu, Rachel Goode, and William Feldman found that
“[a]lmost half of all biologic patents involved in litigation from
2010 to 2023 had terminal disclaimers,” that “[t]hese patents spiked
just as 12-year statutory exclusivity periods were ending,” and that
“[t]he scale and timing of these patenting practices suggest that
biologic firms may be using patents with terminal disclaimers to
strengthen barriers to biosimilar entry.”46

The proposed rule, which was withdrawn late in 2024, would
have required a patentee using a terminal disclaimer to agree that
the patent is “enforceable only if the patent is not tied and has never
been tied… to a patent by one or more terminal disclaimers filed to
obviate nonstatutory double patenting in which … any claim has
been finally held unpatentable or invalid.”47 The Patent Office
explained that the rule “promote[s] innovation and competition
by reducing the cost of separately challenging each patent in a group
of multiple patents directed to indistinct variations of a single
invention.”48

Settlements

Legislation also targeted settlements. Brand firms have colluded
with generic companies, paying them to delay entering the market.
Consumers are harmed from collusion as generics delay entry from
the payment as opposed to the patent. In 2013, the Supreme Court
made clear that these settlements could violate antitrust law.49 Since
then, the number of anticompetitive settlements has fallen.50

But legislation still is necessary. In disregard of the decision, some
courts have assumed that entry before the end of the patent term is
automatically procompetitive or have applied an excessively narrow
interpretation of payment. For example, in FTC v. AbbVie, the brand
firm provided the generic with a drug at a price “well below what is
customary” but the court (despite recognizing the deal’s “large
value”) concluded that it “was not a reverse payment.”51 And despite
the Supreme Court’s overturning of the “scope-of-the-patent” test in
ruling that antitrust law had a role to play within the patent term, the
AbbVie court and Administrative Law Judge in the FTC’s proceedings
in Impax assumed that entry before patent expiration was procompe-
titive.52 S. 142, the Preserve Access to Affordable Generics and Biosi-
milars Act, would address these issues by offering a reasonable
interpretation of payment and raising the standard to presumptive
illegality for settlements with payment and delayed entry.53

Citizen petitions

Legislation on “citizen petitions” filed with the FDA also would be
beneficial. These petitions are meant to raise legitimate concerns

but have been used to delay generic entry. Carl Minniti and I found
that the FDA denies 92% of “505(q)” petitions (which are filed
against a pending generic), with the figure increasing to 98% for
petitions filed shortly before the expiration of a patent or FDA
exclusivity.54 The FDA has shown “concern … that section 505
(q) may not be discouraging the submission of petitions that are
intended primarily to delay the approval of competing drug prod-
ucts and do not raise valid scientific issues.”55 In finding that
anticompetitive entry-delaying conduct can constitute shambehav-
ior not entitled to immunity, S. 148, the Stop STALLING Act, gives
the FTC needed authority to put a stamp of disapproval on abusive
citizen petitions.56

Interagency coordination

Other legislation, like S. 79, the Interagency Patent Coordination and
Improvement Act of 2023, could increase coordination between
government agencies like the FDA and US Patent and Trademark
Office (PTO). Senators Hassan and Cassidy, supporters of the legis-
lation, highlighted two examples of how the lack of coordination has
contributed to patent thickets. One involves the PTO granting
patents to companies that “disclosed the manufacturing process to
the FDAmore than a year before submitting the patent application”
even though such use should prevent the issuance of a patent.57 A
second example involves statements that manufacturers make to the
FDA (e.g., “a product is the same as another one already on the
market”) that “contradict statements they made to the PTO.”58

Conclusion

Dr. Feldman has provided a helpful analysis of how anticompetitive
conduct can delay generic entry. The legislation discussed above
would not harm innovation but would have a meaningful effect for
consumers.

Michael A. Carrier is Board of Governors Professor
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