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Increased Scrutiny by Federal Trade
Commission of Orange Book Listings

By Deepro R. Mukerjee, Lance A. Soderstrom, Brian Sodikoff,
Matthew M. Holub, Jillian M. Schurr and Renuka Wagh

In September 2023, the Federal Trade Commission
(FTC) issued a policy statement warning phar-
maceutical manufacturers about increased scrutiny
of their patents listed in the Orange Book.' The
Orange Book is an official publication regulated
by the Federal, Food, Drug, and Cosmetic Act (the
FDCA) that lists all the small molecule (nonbio-
logic) drugs approved by the U.S. Food and Drug
Administration (FDA).> Congress has limited
the types of patents that should be listed in the
Orange Book to drug substance, drug product, and
method of use patents on FDA approved drugs.?
To list a patent in the Orange Book, New Drug
Application (NDA) holders must file an applica-
tion with the patent number and the expiration
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date of the patent. The NDA holder must also
verify that the patent (1) “claims the drug” and
“is a drug substance (active ingredient) patent or
a drug product (formulation or composition) pat-
ent,” or (2) “claims a method of using such drug
for which approval is sought or has been granted
in the application.”*

THE ORANGE BOOK

Brand manufacturers seeking to commercialize
their products must submit an NDA to the FDA
for approval to market their drugs in the United
States.” They can then list their patents in the
Orange Book. Listing a drug in the Orange Book is
beneficial to the NDA holder as it provides notice
to generic manufacturers of the patents covering
the brand-name drug, which initiates regulatory
and legal processes under the Hatch-Waxman
Act.® Under 35 U.S.C. § 271(e)(4)(A), if a court
finds patent infringement, it can delay the approval
of the generic drug until after the patent expires.’
If a generic applicant would like to market their
drug before a listed patent expires, it can submit a
“Paragraph IV” (P-1V) certification with a notice
letter to the NDA holder.® A P-IV certification
avers that the brand-name drug’s patent is invalid,
unenforceable, or will not be infringed by the
generic product.’ If the brand-name patent holder
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files an infringement suit against the generic appli-
cant within 45 days of the Abbreviated New Drug
Application (ANDA) notification, FDA approval
to market the generic product can be delayed for
30 months. This “30-month stay” can be lifted if
the patent expires, is deemed invalid, or is found
not to be infringed prior to the end of the stay."
This stay gives the NDA holder and patent owner
time to assert their patent rights in court before a
generic competitor is approved and can enter the
market.!!

Brand manufacturers seeking to
commercialize their products must
submit an NDA to the FDA for
approval to market their drugs in the
United States.

The FDA maintains that it merely plays a
“ministerial” role in maintaining the Orange
Book since it lists patent information without
conducting independent verification.'”> The FDA
does not challenge the accuracy of the patent list-
ings but allows challenges to be made. However,
it does not adjudicate challenges; it will not
change the patent information unless the NDA
holder approves an amendment or correction of
the Orange Book listing in response to the patent
listing challenge.

To date, the FTC has focused on whether pat-
ents focusing on a device listed in the Orange
Book qualify as a “drug product” patent that can
be listed."® According to the FTC, “device patents
that do not mention any drug in their claims do
not meet the statutory criteria for Orange Book
listing, and a device patent that is improperly listed
in the Orange Book must be delisted.”"* The FTC
previously challenged over one hundred device
patent listings and sent out ten warning letters on
November 7, 2023."5 On April 30, 2024, the FTC
targeted over three hundred additional device pat-
ent listings. The FTC has stated that the district
court may compel delisting if brand manufacturers
do not voluntarily delist an improper device patent
listing.'® Currently, the FTC has limited its patent
listing disputes to device patents, but it may broaden
its scrutiny in the future.

The FTC’s April 30, 2024, warning letters noti-
fied recipients that the FTC had submitted patent

listing dispute communications with the FDA
under 21 C.ER. 314.53(f)(1), which enables the
FTC to challenge patent listings in the Orange
Book."” The NDA holders have 30 days to with-
draw or amend their disputed patent listings or
demonstrate that they comply with statutory
guidelines.'®

The FTC has also claimed that improperly or
inaccurately listing patents can violate Section 5
of the Federal Trade Commission Act, 15 U.S.C. §
45, which prohibits deceptive acts or practices that
affect commerce.' In a recent case,? the FTC filed
an amicus brief?' arguing that the patent holder
had improperly listed their asthma inhaler patents
in the Orange Book.?> On June 10, 2024, the U.S.
District Court for the District of New Jersey held
that a number of inhaler patents were improp-
erly listed.” Lina Khan, chair of the FTC, stated
that this decision is a “big win for the millions of
Americans who rely on inhalers to breathe” and
she indicated that the court extensively cited the
FTC’s amicus brief.** On June 13,2024, the court’s
ruling was stayed for 30 days so that the parties
could appeal the case to the Federal Circuit, which
they did on June 30, 2024.%

The FTC has also filed amicus briefs in other
cases requesting the court to remove disputed pat-
ent listings.”® These actions taken by the FTC are
part of a concerted effort by the current administra-
tion to diminish alleged patent abuses and decrease
the price of prescription medication as outlined in
the Inflation Reduction Act Initiative.”’

PHARMACEUTICAL COMPANIES’
RESPOND

The pharmaceutical companies that received warn-
ing letters on April 30,2024, include AstraZeneca and
Novo Nordisk for their obesity and type-2 diabetes
injectable drugs;Boehringer Ingelheim, Covis Pharma,
Glaxo-Smith  Kline, Novartis Pharmaceuticals,
Teva Pharmaceuticals, and some of their subsidiar-
les for asthma and COPD inhalers; and Amphastar
Pharmaceuticals for a glucagon nasal spray.® After
the FT'C sent out warning letters, Congress members
Elizabeth Warren and Pramila Jayapal sent out letters
to those pharmaceutical companies, requesting them
to voluntarily delist their improperly and inaccurately
listed Orange Book patents.?’

In response to the FTC’s letters, several compa-
nies delisted the targeted patents.”” Kaleo delisted
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patents directed to AUVI-Q, Impax Labs delisted
patents directed to Adrenaclick, and GSK delisted
patents directed to inhaler products Advair, Arnuity,
Flovent, and Vetolin.”® GSK explained that they
delisted their patents due to changes in regulatory
policy and case law regarding the proper criteria for
listing patents in the Orange Book.

In response to the FTC’s letters,
several companies delisted the
targeted patents.

Additionally, AstraZeneca, Boehringer Ingelheim,
and GlaxoSmithKline released a statement that they
would cap inhaler-out-of-pocket costs at $35.%

However, the majority of letter recipients argued
that their patents met the statutory guidelines to
be listed in the Orange Book.*® These companies
wrote letters to Congress, arguing their patent list-
ings do not cause any real-world anticompetitive
effect.” For example, in response to the warning
letter it received regarding its listing of patents for
Symbicort®, AstraZeneca argued in its letter to
Congress that their patent listings comply with stat-
utory patent listing requirements, FDA regulations
and guidance, relevant case law, and the statutory
intent of the Hatch-Waxman Act.” AstraZeneca
also asserted that its listings are not intended to have
an unfair exclusionary effect, citing the presence of
at least one generic competitor to Symbicort in the
U.S. market.”

RISE IN ANTITRUST LITIGATION
FILED BY PRIVATE ENTITIES

Due to the FDA’s ministerial role, patent list-
ing disputes are generally resolved through Hatch-
Waxman or antitrust litigation.”” The FTC’s actions
have led to an increase in lawsuits filed by private
entities alleging improper listings and monopo-
lization.*® At least one private entity has claimed
that brand name manufacturers, with allegedly
improper or inaccurate listings, have monopolized
drug profits on medications that should have been
available in generic form by now.” In these law-
suits plaintiffs may seek damages for overcharges
during the time that the listing was allegedly
improper or inaccurate.*” FDA Commissioner, Dr.
Robert M. Califf, has stated that “the FDA will
continue to engage with the FTC to identify and

address potential efforts to impede competition
so that consumers can get access to the medicines
they need.”"!

PRACTICAL IMPACT

As a precautionary response to the FTC’s
increased scrutiny, current and future NDA hold-
ers should ensure that their patents which are
listed in the Orange Book comply with statutory
requirements outlined in the FDCA, specifically
focusing on their Orange Book listings pertaining
to “drug product” claims. If brand manufacturers
choose not to delist patents targeted by the FTC,
the FTC may take action against them for unfair
methods of competition in violation of Section 5
of the FTC Act. Conversely, the FTC can serve
as an ally for generic manufacturers in delisting
and/or antitrust claims. Generic manufacturers
can leverage FTC oversight to strengthen their
position.

But what is the practical impact of a patent del-
isting? The short answer is that it depends on the
facts and circumstances of each case. A patent that
is listed in the Orange Book (1) requires a P-IV
Notice Letter to the NDA holder, or need be oth-
erwise addressed, which, thus, (2) triggers a techni-
cal act of infringement under 35 U.S.C. § 271(e),
which can result in (3) an automatic 30-month stay,
and (4) an automatic injunction barring the FDA
from approving the product. A patent not listed
in the Orange Book would lack these statutory
requirements and consequences. This article next
briefly addresses each in turn.

A patent not listed in the Orange
Book need not be addressed by a
patent certification.

A patent not listed in the Orange Book need
not be addressed by a patent certification. If there is
not another Orange Book patent that is listed, sub-
ject to a P-IV notice for a given ANDA, then the
NDA holder will theoretically not know that an
ANDA was filed referencing its product, and could
be surprised by an ANDA approval and launch.
But, if there is another Orange Book patent that
is subject to a P-IV certification, then the NDA
holder will receive notice of the pending ANDA
application. As such, the main practical difference
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is contextual and depends on what other patents
exist and are listed.

The same holds for the technical act of infringe-
ment. If another patent is listed and subject to a
P-IV notice, then there is going to be an act of
infringement and a possible litigation. Most courts
will adjudicate any infringement allegations for an
unlisted device patent as part of that case, at least
under declaratory judgment jurisdiction under 35
US.C. § 271(a)-(c). On the other hand, if there is
no listed patent subject to a P-IV, there may be no
case — nor at least the brand’s knowledge of the
existence of a claim — and it is less likely that an
infringement claim will be brought and adjudicated
before a generic’s launch.

The FTC has identified the ability to obtain
a 30-month stay as an important reason related
to competition for why it is being aggressive in
monitoring Orange Book-listed patents. But
the importance of a 30-month stay is largely
dependent on whether there is another Orange
Book-listed patent that will result in one anyway.
Moreover, an NDA holder can pursue a prelimi-
nary injunction under the traditional rubric of
patent litigation.

The final difference between an Orange Book-
listed patent and one that is not is the availability for
the brand to seek an automatic injunction with a
finding of infringement. This difference can be sig-
nificant as the NDA holder would have to meet the
eBay test to obtain an injunction, which may be dif-
ficult for a device patent that may not be integral to
the efficacy of the drug. Like the other difterences,
if there is another Orange Book-listed patent that
1s blocking ANDA approval, the significance of this
difterence is little to none.

CONCLUSION

While this issue is rapidly developing, deter-
mining whether a given patent should be listed in
the Orange Book may be complex and should be
assessed carefully. Whether a patent is listed has the
most significant impact when there are not other
patents listed in the Orange Book with overlapping
expiry dates.
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