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m Whether the federal government
has standing to challenge patent
validity in an IPR proceeding,

m What is required to have standing
to appeal an adverse IPR decision,

m Whether the patent on-sale bar
applies to confidential sales,

m Whether trademark licenses can be
avoided in bankruptcy,

m Whether to uphold the constitution-
ality of the USPTO's bar on registering
scandalous or immoral marks,

m Various aspects of trade secret law,
and

m What is required for biosimilars
applicants and reference product
sponsors under the BPCIA to
navigate commercial marketing
notices and injunctions.

A detailed discussion of each of the
above developments follows.

Although the Supreme Court declined
to provide further guidance on the
contentious issue of patentable
subject matter eligibility in 2019

by denying multiple petitions for
certiorari on this issue, the U.S. Patent
and Trademark Office did issue some
further guidance twice this year.

As we look ahead to 2020, jurispru-
dence in these areas will continue to
develop, as the courts continue to
grapple with difficult issues like patent
eligibility and FRAND. Among the
patent issues that may make their way
to the Supreme Court’s docket in 2020
are: patent eligibility (Again! In any
number of cases), the Constitutionality
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of the PTAB (in Anthrex v. Smith &
Nephew Inc.), what aspects of IPRs are
appealable (in Thryv Inc. v. Click-To-Call
Techs. LP). With six rulings expected
in the first term of 2020 alone, it's a
safe bet that the Supreme Court will
rule on more copyright and trademark
cases than patent cases in 2020. Among
these are the long-awaited Google v.
Oracle battle that will address whether
software APIls can be protected

by copyright.

A Plea for Guidance on Patentable
Subject Matter Jurisprudence:
The Federal Circuit’s handling of
Athena Diagnostics

In the wake of the landmark Supreme
Court rulings in Alice and Mayo, the
body of caselaw concerning what can
and cannot be patented continues

to grow, but many litigants and jurists
alike continue to search for clearer
guidelines. However, in 2019 the
Supreme Court declined to take up the
Athena Diagnostics case, which many
had hoped would serve as a vehicle to
provide those brighter guidelines.

This leaves the Federal Circuit's
original opinion standing’, after the
Federal Circuit issued a 7-5 denial of
Athena Diagnostic's petition for en
banc rehearing. This en banc denial
of included eight separate opinions,
four concurring and four dissenting.
Such deep division reflects continued
debate within the Federal Circuit over
the scope of patent eligible subject
matter under 35 U.S.C. § 101.

1 Athena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC, 927 F.3d 1333 (Fed. Cir. 2019).

2 U.S.7,267,820
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The patent at issue,? which was inval-
idated in district court, concerned
methods of diagnosing neurological
disorders based on the presence of
certain antibodies. It was known that
approximately 80% of patients
suffering from myasthenia gravis (MG),
a neurological disorder, produce
acetylcholine receptor autoantibodies
and can be diagnosed based on their
presence. The inventors discovered,
however, that many of the remaining
20% of MG patients instead generate
autoantibodies to the protein MuSK
and could be diagnosed by detecting
MuSK autoantibodies in their bodily
fluids. The claimed diagnosis methods
included the use of a known technique
to detect the MuSK autoantibodies,
which could then allow a MG diagnosis.

The Federal Circuit applied the two-
part test of Mayo/Alice,® finding in
part one that the ‘820 claims at issue
were directed to a natural law, i.e.,
“the correlation between naturally-
occurring MuSK autoantibodies and
MuSK-related neurological diseases
like MG",% and in part two that the
additional steps “only require stan-
dard techniques to be applied in a
standard way.”®

In the Federal Circuit’s decision
denying en banc review, Justice Lourie,
joined by Justices Reyna and Chen,
opined that “we can accomplish little
[by rehearing this case en banc] ... as
we are bound by the Supreme Court's
decision in Mayo.”® However, the

CONTINUED

3 Alice Corp. Pty. Ltd. v. CLS Bank Int’l, 573 U.S. 208, 217 (2014). When determining whether patent claims contain eligible subject matter, courts apply
the two-part test set forth by the Supreme Court. That s, first the court examines whether the claims are “directed to” a law of nature. And if so, proceeds
to step two where the court asks whether the limitations of the claim apart from the law of nature, considered individually and as an ordered combination,

.

transform the nature of the claim’ into a patent-eligible application. Id.

4 Athena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC, 915 F.3d 743, 750 (Fed. Cir. 2019).

5 Id. at753.

6 Mayo Collaborative Servs. v. Prometheus Labs., Inc., 566 U.S. 66, 132 S. Ct. 1289 (2012).
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dissent disagreed in various ways with
the patentability analysis and lamented
that the existing status quo was failing
to sufficiently encourage and protect
important diagnostic discoveries.
Many in the biopharma space continue
to echo the same concerns.

On the legislative front, the situation
is no better. Last year the Senate
Judiciary Subcommittee on Intellectual
Property held three days of hearings
on amendments to Section 101. A
bill in Congress was proposed to
amend Section 101, but a legislative
fix is not expected in the near future.
The initiative never gained traction,
primarily because there was no
agreement on how best to overhaul
the Statute.

The takeaway, for now, is that the
status quo of uncertainty will continue.
While claims directed toward laws

of nature, natural phenomena, and
abstract ideas are not patentable, the
application of this principle through
the Mayo/Alice framework continues
to produce a rift between patent claims
covering methods of medical treat-
ment, which may be patent eligible,”
and those directed to methods of
medical diagnosis, which since Mayo,
have been invalidated in every case
brought before the Federal Circuit.®
Patent claims directed to medical
diagnostics will therefore continue to
face an uphill battle.

USPTO Guidelines: Guidance
for Threading the Subject Matter
Eligibility Needle

Last fall the USPTO published an Oc-
tober 2019 Update [uspto.gov/
Oct2019Update] to its January 2019
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Revised Patent Subject Matter Eligibility
Guidance (January 2019 PEG).

In the absence of the Supreme Court
or Congress stepping in, the USPTO
Guidance is currently the best guid-
ance for how to deal with §101 issues
in patent prosecution. Here is a brief
breakdown of where the Patent Office
presently stands on this issue.

A claim can “recite” a judicial exception
to patent eligibility — laws of nature,
natural phenomena, or abstract ideas
—in two ways — either explicitly or
implicitly. Essentially, these judicial
exceptions fall under the scope of
math, behavior, or observation/eval-
uation. Claims reciting such concepts
must be accompanied by additional
elements that “integrate the judicial
exception into a practical application.”

The categories of “abstract ideas,”
have been described as the “"three M's
of — math, money and mental steps.”
The USPTO Guidelines define "Mathe-
matical Concepts” discuss specific
examples. In addition, “Certain Methods
of Organizing Human Activity,” such as
financial methods, are clarified further
and various real examples not found
in the MPEP are provided. Finally,
“Mental Processes” are defined as
concepts performed in the human
mind including observations, evalua-
tions, judgments, and opinions.

Practically, the Examiner is instructed
to determine if the claim includes one
of the judicial exceptions to patent-
ability before deciding that a patent
eligibility rejection should be made.
Here, applicants should be cautious
when putting mathematical formulas,
basic scientific principles or very broad
functional language in their claims,

6 Mayo Collaborative Servs. v. Prometheus Labs., Inc., 566 U.S. 66, 132 S. Ct. 1289 (2012).

7 See, e.g. Vanda Pharm. Inc. v. West-Ward Pharma. Int’l Ltd., 887 F.3d 1117 (Fed. Cir. 2018).
8 Athena Diagnostics Inc. et al. v. Mayo Collaborative Services LLC; Hikma Pharmaceuticals USA Inc. et al. v. Vanda Pharmaceuticals Inc.; HP Inc. v.
Steven E. Berkheimer; Garmin USA Inc. v. Cellspin Soft Inc.; Power Analytics Corr. v. Operation Technology Inc. et al., ChargePoint v. SemaConnect; and
Trading Technologies International Inc v. IBG LLC et al.
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all which may trigger Examiners to
find an issue under §101.

In the 101 analysis, the claim should
be examined to determine if it recites
additional elements that integrate the
judicial exception into a patent-eligible
practical application. The practical
application must be described in the
specification such that one skilled

in the art would recognize it as an
improvement as asserted in the claim.
The take-away from all of this is to
consider whether the claimed invention
integrates the judicial exception (i.e.
the law of nature, natural phenomenon,
or abstract idea) into a practical,
concrete application. Here, the spec-
ification of the patent can be either
very helpful or harmful. A well-written
specification will make clear how an
invention that might otherwise have
an eligibility problem has solved a
problem oris an advancement in the
field of endeavor. A specification that
lacks any description of the import

of the invention, will more likely be
found not to have converted the patent
ineligible material into an invention.

Developments in Patent
Eligibility - The Federal Circuit’s
Decision in American Axle Causes
Further Consternation

On October 4, 2019, the Federal

Circuit surprised onlookers by affirming
a lower court decision in a divided
opinion in American Axle & Manufac-
turing, Inc. v. Neapco Holdings LLC
(Fed. Cir. 2019) finding that patent
claims drawn to a method of manufac-
turing a drive-shaft assembly with an
internal-liner that is designed to

CONTINUED
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improve damping and reduce vibra-
tion problems is not patent eligible,
because itis directed to a law of nature.

The claim atissue in American Axle
was directed at a functional improve-
ment in drive-shaft technology, but,
as written, the claims do not require
any particular approach or structure
to achieving the claimed result. The
claim also includes numerous structural
elements, including “a hollow drive
shaft member” and “at least one liner”
that is specifically tuned to attenuate
at least two types of vibration.

The Federal Circuit majority opinion
found that the claim at issue was
simply directed to broad principles

of physics concerning dampening
vibrations of a particular frequency:
“[The claims] simply state that the liner
should be tuned to dampen certain
vibrations. Thus, the problem is that
the claims’ instruction to tune a liner
essentially amounts to the sort of
directive prohibited by the Supreme
Court in Mayo—i.e. "simply stat[ing] a
law of nature while adding the words
‘apply it.”” ... [T]he mechanisms for
achieving the desired result—-are not
actually claimed. Since drive shafts and
internal liners were already known in
the art, the majority found nothing-new
there —i.e., there was no inventive step
sufficient to transform the abstract
idea into a patent eligible invention.

Judge Moore, writing in dissent,
stridently disagreed and sounded

the warning bells that this was an
unsupported and unwise expansion
of the patent eligibility doctrine: “The
majority expands §101 well beyond
its statutory gate-keeping function
and the role of this appellate court
well beyond its authority. The majority
opinion parrots the Alice/Mayo two-
part test” but then reduces the test to
the single question of whether a claim
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is directed to a law of nature, without
regard for step two of the test. “Section
101 is concerned with whether the
claims at issue recite a natural law,
not whether the specification has
adequately described how to make
and use the concretely claimed struc-
tures and steps” is “just plain wrong”
as a statement of the law. Judge
Moore concludes by stating that
“[tlhe majority’s validity goulash is
troubling and inconsistent with the
patent statute and precedent. The
majority worries about result-oriented
claiming; I am worried about result-
oriented judicial action.”

Developments in FRAND
Licensing

When aspects of technical standards
are protected by patents, the partici-
pants and contributors are generally
obligated by the pertinent standards
setting organization to offer licenses to
their patented technology under “fair,
reasonable and non-discriminatory”
(FRAND) terms, as the quid pro quo
for having their patented technology
adopted and included in the standard.
The purpose behind the FRAND
requirement is to prevent patent owners
from gaining an unfair advantage over
adopters who practice the standard in
order to participate in the market; and
are therefore necessarily “locked in”
to standard-compliant designs.

Over the past several years, the licens-
ing and litigation landscape involving
standard essential patents (SEPs)

and FRAND has become a matter of
intense focus. Numerous technology
industries, as well as courts around
the world have begun to grapple
with key issues such as “How do you
determine what a FRAND licensing rate
should be?” and whether a licensor’s
offeris FRAND or not.

WIGGIN

WIGGIN AND DANA

Not surprisingly, most of the recent
licensing disputes over SEPs involve
the worldwide telecommunications
industry. There has been a spate of
recent litigation world-wide in which
courts have been asked to determine
what constitutes an appropriate FRAND
royalty. These cases are somewhat
of a new breed. The determination

of what specific royalty rate is fair,
reasonable and non-discriminatory
on a worldwide basis requires courts
to perform an economic analysis that
is quite foreign to them. Setting a
FRAND royalty rate for a large world-
wide patent portfolio is quite different
from determining a “reasonable royalty
rate” for patent infringement, which
U.S. courts typically do to assess
patent damages.

Among the significant cases in 2019
were:

TCL v. Ericsson

This litigation arose from a long-stand-
ing licensing dispute over Ericsson’s
assertion of its large portfolio of SEP
patents covering 2G, 3G and 4G
cellular technologies against TCL, a
Chinese telecommunications company.
Ericsson’s technology had played a
key role in the development of these
technologies, and it had committed to
license its patents on FRAND terms.
TCL had been negotiating various
licenses from Ericsson for some time.
When negotiations ultimately broke
down, Ericsson filed a series of
litigations against TCL in various
jurisdictions. The case filed by TCL in
California resulted in a ten day bench
trial before Judge Selna to determine
if Ericsson had met its FRAND obliga-
tion during its negotiations with TCL.

In December of 2017, Judge Selna
issued his Final Judgment, supported

CONTINUED
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by an extensive one-hundred-plus
page Memorandum of Facts and Law.
The Court found that while Ericsson
had negotiated in good faith, its
offers to TCL did not meet its FRAND
obligation under ETSI. Judge Selna
went on to determine what the world-
wide FRAND royalty rates should be
for Ericsson’s SEPs, using primarily a
“top down" approach, as generally
advocated by TCL, and a “check” based
an analysis of comparable licenses (as
generally advocated by Ericsson).

However, Ericsson appealed Judge
Selna’s decision to the Court of Appeals
for the Federal Circuit, which issued its
decision in the beginning of December,
2019. On appeal, Ericsson argued
that the decision suffered from both
procedural and substantive flaws. First,
Ericsson argued that the dispute
included issues that required a jury
trial and that Judge Selna’s decision to
hold a bench trial violated its Seventh
Amendment right to a jury trial. In
addition, Ericsson argued that Judge
Selna’s methodology for determining
a FRAND royalty was inconsistent with
both legal precedent and commercial
practices.

The Federal Circuit never reached
Ericsson’s second argument and
therefore did not comment on or
provide any substantive guidance on
the appropriate methodology for
determining a FRAND royalty rate.
Rather, the Federal Circuit agreed
with Ericsson on its procedural argu-
ment that it had been deprived of a
jury trial. Notably, the Court’s ratio-
nale in deciding that there were legal
issues for a jury to decide was rooted
in the fact that the issues in the TLC/
Ericsson case included determining
compensation for a release, which

is — in substance — compensation for
pastinfringement. The Court did not
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reach the issue of whether setting a
prospective FRAND rate would be an
equitable and not "legal” issue, and
thus an issue that a Court can decide
(without a jury).

Unwired Planet v Huawei

In Unwired Planet ([2018] EWCA Civ
2344), Unwired Planet, a U.S. patent
licensing entity, had acquired certain
SEPs from Ericsson’s worldwide
portfolio pertaining to 2G, 3G and 4G
standards. These SEPs included UK
patents as well as patents in many other
countries. It sued Huawei, a large
Chinese mobile handset provider, in
the UK for infringement of certain UK
patents, two of which were found to
be valid and standard essential by the
English High Court. Unwired Planet
sought an injunction against Huawei
in the UK, if Huawei would not agree
to take a global FRAND license.

In contrast to TCL v. Ericsson, where
both sides were interested in reaching
a global license, Huawei only was seek-
ing a license in the UK. Huawei argued
that the Court should determine a
FRAND royalty based only the two

UK patents it found to be standard
essential, rather than under Unwired
Planet’s worldwide patent portfolio.
However, the English High Court ruled
that a FRAND license necessarily had
to be global, went on to define its
terms, and issued an injunction against
Huawei in the UK that would be lifted
only if Huawei agreed to a global license
under the terms set by the Court. Last
October, the London Court of Appeal
rendered its judgment which, for the
most part, upheld the decision of the
English High Court.

Among the issues on appeal were
whether the Court below was correct
in ruling that only a global license
could be FRAND. As to this issue,
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Huawei had argued that the UK court
only had jurisdiction to determine a
FRAND royalty under the UK patents,
and that the imposition of a global
license by the UK Court was contrary
to the principles of comity and was
manifestly unjust. However, the Court
of Appeal rejected Huawei's argument
and sided with the lower court on this
issue. Specifically, the Court of Appeal
agreed with the lower Court’s reason-
ing that because Unwired Planet’s SEP
portfolio was sufficiently large and
geographically diverse, reasonably
acting licensees would seek to agree
on a worldwide license, albeit one with
possibly different rates in different
regions, noting that a licensee would
still be free to challenge the validity
of a licensed SEP in any jurisdiction.
Therefore, it sided with the lower Court
and agreed that only a global license
could satisfy the FRAND commitment.

While accepting without question
that the jurisdiction of a UK court with
respect to disputes concerning patent
infringement and validity only extends
to UK patents, the Court of Appeal took
the position that a FRAND undertaking
is different, reasoning that since
standards have an international effect,
so does the FRAND commitment. The
Court of Appeal further noted that it
would be impractical and prohibitively
expensive for a patent owner with a
worldwide SEP portfolio to have to
negotiate a license or bring infringe-
ment proceedings in many different
jurisdictions. In considering the
obligations of Unwired Planet under
its FRAND requirement, the Court of
Appeal therefore also agreed with the
decision below that this obligation
was met by Unwired Planet’s offer of

a global license, and that this did not
usurp the right of foreign courts

CONTINUED



FEBRUARY 2020 |

to decide issues of infringement and
validity of their local patent rights. The
Court of Appeal only differed with
the lower Court in one minor respect,
taking a broader view on the question
of whether there was only one set

of FRAND terms in any one case.
Because of the very large number

of complex issues that arise in these
types of cases, the Court of Appeal
noted, in substantially affirming the
decision below, that depending on
the particular set of facts and circum-
stances, different sets of terms may
all be compliant with FRAND. In this
case, the Court of Appeal left stand-
ing the particular global FRAND rate
determinations made by the lower
court. However, the Unwired Planet v.
Huawei case isn't over yet.

In April of 2019, the Supreme Court of
the UK granted Huawei's petition for
review of its jurisdictional challenge (i.e.,
whether an English Court has the
jurisdiction to grant relief in the form
of a global patent license in regard to a
claim for infringement of UK patents).
Itis expected that the UK Supreme
Court will render its decision on this
interesting and highly significant legal
issue in an expedited manner. For the
time being, however, the UK Courts
are being viewed by SEP owners as a
very attractive forum for FRAND litiga-
tion, particularly when the defendant
has sufficient UK sales that could be
threatened by a potential injunction.

Determining what constitutes fair,
reasonable and non-discriminatory
licensing terms for international
patent portfolios that may include
hundreds or thousands of standard
essential patents covering complex
technologies is extremely challenging,
and the methodologies that courts
and companies use to make this
determination are all fraught with
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uncertainties. The law in this area

is evolving as SEP holders and their
lawyers grapple with these issues. As
courts in various countries are being
asked to make these complex deci-
sions, parties on both sides of these
licensing disputes are encountering
novel legal and practical challenges.

Developments in Trade Secret Law

In the last few years, businesses,
governments, and law enforcement
agencies have increased their focus
on trade secrets as an effective way
of protecting a company’s "secret
sauce.” Included within this increase
are a number of high-profile cases
that range from focusing on Chinese
corporate espionage to massive thefts
from well-known companies such as
Charles Schwab Corp., Amgen Inc.
and Uber Technologies Inc.

This trend accelerated with the
passage of the federal Defend Trade
Secrets Act of 2016 ("DTSA"), and
trade secret litigation has moved
toward the forefront of intellectual
property law. As described in recent
press, such as Trade Secrets Litigation:
The No-Longer-Forgotten Part of the
Tech IP Arsenal (Corporate Counsel,
Warren, Z., July 28, 2017), “[t]hese
days, many of the big IP litigation
battles involving companies like
Facebook..., Uber ... and Epic ... have
nothing to do with patents, trademarks
or copyrights at all. Instead, it's all
about the perhaps forgotten part of
IP: trade secrets...With massive jury
rewards and the DTSA encouraging
federal litigation, trade secrets
litigation is seeing a surge in the
tech industry.”

Trade secrets recently have become

a more popular form of intellectual
property protection for several
reasons. These include the ubiquity of
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trade secrets and their broad range of
eligible subject matter, the uncertainty
inherent in the patent application
process and a reluctance to disclose
one's “secret sauce,” the possibility of
perpetual protection under trade secret
law, and the availability of stronger
trade secret laws such as the federal
cause of action under the DTSA.

One of the biggest reasons trade
secret law is on the rise is the flexibility
and scope of protection it offers. Trade
secret law can protect a wide range
of subject matter that does not fall
under traditional intellectual property
schemes. Patent law, for example,
protects subject matter limited to a
composition, production process,
machine, tool, new plant species, or
an upgrade to an existing invention.
35 U.S.C. §101. Many of this era’s most
important inventions are difficult to
patent, including algorithms, correla-
tions, and systems and methods that
primarily rely on the same.

Significantly, when seeking to enforce
trade secrets in litigation claims,
companies should be aware that the
DTSA requires that the plaintiff allege
and prove that it “has taken reasonable
measures to keep such information
secret,” and that the “information
derives independent economic value,
actual or potential, from not being
generally known” or “ascertainable
through proper means.” What effort is
“reasonable” depends on the technol-
ogy, the industry and the sophistication
of the parties. For digital secrets,
courts have found companies took
reasonable efforts when they restricted
offsite access, used encryption,
required passwords, used a dedicated
server and required employees to
sign a proprietary information and
inventions assignment agreement.

CONTINUED
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For example, in Weride Corp. v. Huang,
No. 5:18-cv-07233-EJD, 2019 WL
1439394 (N.D. Cal. Apr. 1, 2019), the
parties were competing to develop
autonomous vehicles for the Chinese
market and had a dispute about soft-
ware source code. WeRide developed
code for high-definition mapping,
sensor fusion-based localization and
state machines. WeRide restricted
access to its code base to employees
who are either on-site or have logged
into the WeRide network through a
virtual private network — which requires
a unique username and password.
The source code itself was encrypted,
and decryption requires a unique
username, password and token.

Finally, WeRide requires all of its
employees to sign a PIIA, which includes
provisions protecting WeRide's confi-
dential information. The court found
that these security measures were likely
to satisfy the requirement of reasonable
measures to protect secrecy as pre-
scribed by the DTSA. The case is also
notable because the Courtissued a
rare preliminary injunction in a trade
secrets case and expedited discovery
against the defendants.

By contrast, in Temurian v. Piccolo,

No. 18-cv-62737, 2019 WL 1763022
(S.D. Fla. Apr. 22, 2019), the U.S. District
Court for the Southern District of Florida
held that a bitcoin company did not
use reasonable efforts to protect its
technology from disclosure. The plaintiff
was a technology company that sold

a product called “Mini Miner,” which
mines digital currency. Before putting
its product on the market, the plaintiff
hired the defendants to build an
administrative software suite to
manage sales and shipping, handle
its records, and give the plaintiff's
customers a platform from which to
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monitor their digital currency. This
software, called Back Office, would
store confidential and proprietary
electronic data necessary to access
the digital wallets of the plaintiff and
its customers.

The defendants accessed and misused
much of the plaintiff's information, but
the court held that the plaintiff did not
have a cause of action under the DTSA.
The court reasoned that, as part of
developing Back Office, the plaintiff
had given the defendants temporary
special access to the plaintiff's infor-
mation, including its customer lists
and did not require the defendants

to sign a confidentiality agreement.

In fact, the contract between the
plaintiff and the defendants lacked
any language specifying or protecting
any confidential information or
proprietary trade secrets. The court
held that this was unreasonable and
dismissed the DTSA claim.

As trade secrets take on a more
important role in the business world,
the legal community, and society at
large, companies should inventory
their trade secrets, employ all reason-
able measures to protect them, and
assess the different legal tools to
safeguard these valuable assets.

The Supreme Court in Mission
Products Settles a Longstanding
Issue Regarding the Treatment of
Trademark Licenses in Bankruptcy

This past year, trademark licensees
welcomed the Supreme Court'’s con-
sideration of what some experts had
called “the most significant legal issue
in trademark licensing.” In Mission
Product Holdings, Inc. v. Tempnology,
LLC, 139 S.Ct. 1652 (2019), the Court
resolved a circuit split over whether
the Bankruptcy Code treats rejection
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of a trademark licensing agreement
as a licensor's breach or a unilateral
revocation of the agreement. This
pivotal distinction determines whether
a bankrupt licensor of a trademark may
prevent its licensee from continuing its
use of the licensed mark. In an 8-1
decision, the Supreme Court held that
a licensor in bankruptcy cannot prevent
a licensee from continuing to operate
under the license.

The U.S. Bankruptcy Code provides
that a debtor in bankruptcy may either
"assume” or “reject” its outstanding
executory contracts. Recognizing that
the prospect of a licensee losing its
rights to intellectual property under a
“rejected” contract could be a harsh
result, the Bankruptcy Code also builds
in some express protections, most
notably Section 365(n). Significantly,
however, Congress fashioned only a
narrow limiting definition of “intellectual
property” in drafting this provision,
language which did not expressly
cover trademark rights.

Against this backdrop, the Mission
Products decision addressed whether
a licensor's rejection of a trademark
license agreement under Section 365
effectively rescinds rights granted
under the rejected contract. The Court
held that it did not, and that instead,
rejection has the same effectas a
breach of that contract outside of
bankruptcy. While the ruling provides
relief to trademark licensees, it will
invariably impact how parties approach
negotiations for the exchange of
trademark rights.

The facts of the case are simple.
Petitioner Mission entered into a
contract with licensor Tempnology
giving Mission non-exclusive rights to
use Tempnology’s “Coolcore”
CONTINUED
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trademarks in connection with a line
of athletic wear. Prior to the end of
the license term, Tempnology filed
for Chapter 11 bankruptcy. In the
bankruptcy proceeding, Tempnology
rejected its contract with Mission and
sought a declaratory judgment from
the Bankruptcy court to preclude
Mission from further use of the
Coolcore marks.

Tempnology argued, and the First
Circuit agreed, that had Congress
intended trademark rights to survive
rejection of an agreement, trademarks
would have been expressly included
in the definition of “intellectual
property” as used in Section 365(n),
thus asserting that a negative inference
supports a stripping of the licensee's
rights to a mark in bankruptcy.

Tempnology also urged the Court to
consider how features of trademark
rights may otherwise be at odds with
a debtor’s bankruptcy obligations to
maximize the value of the debtor’s
estate. In short, it argued that an inability
to cast aside less lucrative licensing
parties for other suitors would hamper
a debtor-licensor’s efforts to maximize
the bankruptcy estate and saddle the
debtor-licensor with the continued
burden of monitoring the licensee’s
use of marks after rejection.

Justice Kagan, writing for the majority,
rejected both arguments. First, she
explained that a rejection of a contract
is nothing more than a breach within
the meaning of general contract law.
Delving into a review of the historical
context of the Code “exceptions” from
which Tempnology drew its negative
inference, Justice Kagan explained that
“each responded to a discrete problem—
as often as not, correcting a judicial
ruling of just the kind Tempnology
urges.” Likewise, Justice Kagan
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dismissed Tempnology’s policy
argument, noting that nuances of
trademark are insufficient to overcome
or subvert the principles underlying
the Bankruptcy Code.

In the wake of the Court’s decision,
licensees can rest assured that
rejection under Section 365 will notin
itself disturb rights of continued use
of licensed marks for the duration of
an agreement and consistent with its
terms. However, as Justice Sotomayor
pointed out in concurrence, the hold-
ing does not prevent future licensors
from negotiating termination provisions
with an eye towards potential bank-
ruptcy. In such cases, contract law
principles, rather than the operation
of Section 365, will determine the
parties’ respective rights.

This decision may usher in a change in
how parties approach negotiations for
the licensing of trademarks. Licensors
may seek to enter into licenses with
shorter terms or that contain contin-
gencies to facilitate termination of an
agreement in the event of bankruptcy.
Moreover, debtor-licensors may hesi-
tate to reject even sub-optimal license
arrangements, given that a rejection
will nevertheless leave the debtor with
at least some continuing obligations to
monitor a mark's usage. In interpreting
Section 365 narrowly, the Court places
the expectations of contracting parties
ahead of the immediate needs of the
debtor, and arguably at the expense
of other creditors who would benefit
from a better-funded estate. Unable
to extract the greatest value from a
license, these restrictions on the debtor,
may work to benefit one particular
creditor at the expense of all others
and ultimately change the way that
contracting parties approach nego-
tiations long before a bankruptcy
petition is ever filed.
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The Supreme Court in Helsinn
Maintains Status Quo on Secret
Commercialization Being a
Post-AlA On-Sale Bar

Prior to implementation of the
American Invents Act (AlA), secret
commercialization of an invention,
such as secret offers for sale and sales
that did not fully disclose the scope of
the invention, were nonetheless prior
art to the invention. The language of
AlA § 102(a)(1) that “[a] person shall
be entitled to a patent unless...the
claimed invention was patented,
described in a printed publication,
orin public use, on sale, or otherwise
available to the public before the
effective filing date of the claimed
invention...” raised the question of
whether such secret commercialization
was going to be considered prior art
under the AlA.

On January 22, 2019, the Supreme
Court, in Helsinn Healthcare S.A. v.
Teva Pharmaceuticals USA, Inc., et al,
unanimously affirmed a 2017 Federal
Circuit decision invalidating the patent
for Helsinn's nausea drug Aloxi, based
on the “on sale” bar. While Helsinn
was developing this drug, it entered
into license and supply and purchase
agreements with another pharmaceu-
tical company, MGI Pharma, in which
MGl agreed to distribute the drug if it
were ultimately approved by the FDA.
These agreements included dosage
information for Helsinn’s invention,
but required MGl to keep this infor-
mation confidential. Helsinn and MGI
announced their deal publicly, but the
press releases and other announce-
ments did not disclose the specific
dosage formulations covered by the
agreements. Two years later Helsinn
filed a patent application covering
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two doses of the active ingredient,
which led to further patents for other
doses down the road. Years later,
Teva Pharmaceuticals sought FDA
approval to market a generic product
and Helsinn sued, alleging that this
productinfringed its patent.

Since 1836, U.S. patent laws have
provided that an invention cannot be
patented if it was "on sale” before the
effective date of the patent applica-
tion. Teva argued that this rule made
Helsinn’s patent invalid because it had
sold confidential information about the
drug to MGl two years before it filed
for its patent. Helsinn countered that
the drug was not “on sale,” because
this was a “secret” sale to MGI, not

a sale of the product to the general
public. The Federal Circuit has long
held that patents can be invalidated
based on pre-application secret
sales like this one.

At the district court level, Helsinn
convinced the court that the most
recent iteration of the U.S. patent laws,
the Leahy-Smith America Invents Act
(AlA) changed this long-standing rule
— by amending the “on sale” bar statute
to preclude the granting of a patent
for an invention that was “in public
use, on sale, or otherwise available to
the public” before the effective filing
date of the application. The district
court held that the words “on sale”
required that any sale be a public one
for the "on sale” bar to apply. However,
the Federal Circuit disagreed with
the district court, upholding its prior
decisions that the on-sale bar applies
even to secret sales.

The Federal Circuit held that, “...after
the AIA, if the existence of the sale

is public, the details of the invention
need not be publicly disclosed in the
terms of sale.” The Federal Circuit noted
that it was unwilling to go against the
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long-standing precedent that such
secret commercialization was prior
art without an express statement
from Congress. The Supreme Court
granted certiorari.

Writing for a unanimous Court,
Justice Thomas affirmed the Federal
Circuit's 2017 holding. Although the
Supreme Court did not previously
explicitly address secret sales like the
one in this case, a long chain of Federal
Circuit decisions dating back to before
the 2011 AIA had made “explicit what
was implicit” in the Supreme Court’s
own precedent: that prior sales,
whether secret or not, make an
invention unpatentable. Prior to 2011,
“on sale” had a settled meaning, one
that included secret sales and not
just actual sales to the general public.
Retaining the same “on sale” language
in the AIA and adding the phrase “or
otherwise available to the public” was
not “enough of a change” to conclude
that Congress intended to repudiate
this precedent by limiting the on sale
bar to public sales.

While the Helsinn decision only
addresses whether a non-public
disclosure of the scope of the inven-
tion in a public sale can be prior art
under the AlA, the decision suggests
an unwillingness to change precedent
with respect to secret offers for sale or
secret uses. Thus, if Congress wants
to change the law, it will have to be
more explicit the next time around.

Federal Circuit Finds that States
Cannot Assert Sovereign Immunity
to Avoid Invalidity Proceedings
Brought Against Their Patents in
the USPTO

Under the Eleventh Amendment to
the Constitution, States and state
entities have sovereign immunity from
suits brought by private parties in

WIGGIN

WIGGIN AND DANA

courts or “court-like administrative
tribunals.” Fed. Mar. Comm’n v. S.C.
State Ports Auth., 535 U.S. 743, 761
(2002). In Regents of the Univ. Of Minn.
v. LSI Corporation (No. 18-1559 (Fed.
Cir. 2019)), the University of Minnesota
had filed patent infringement suits
against several companies in district
court. The defendants petitioned

the U.S. Patent and Trademark Office
(USPTO) to institute Inter Partes Review
(IPR) proceedings, and find the patents-
in-suit invalid over the prior art. In
response, the University argued that
these IPR proceedings had to be
dismissed because, as a state entity,
it had sovereign immunity from suit.
The USPTO concluded that sovereign
immunity did indeed apply to IPR
proceedings, but that the University
had waived its immunity by filing suit.

On appeal of this ruling, the Federal
Circuit disagreed with the USPTO and
held that a state’s sovereign immunity
does not shield the University from IPR
proceedings brought against it. The
Court's reasoning was consistent with
its 2018 decision in Saint Regis Mohawk
Tribe v. Mylan Pharmaceuticals Inc.
896 F. 3d 1322 (Fed. Cir. 2018), which
had found that IPR proceedings were
not barred by tribal sovereign immunity.
In its decision, the Federal Circuit
recognized that because of constraints
on the resources available to USPTO
Examiners, it was inevitable that some
patents would be granted in error. It
recounted the long history of efforts
to improve patent quality, through the
institution of various post-grant review
procedures in the USPTO, including
both ex-parte and inter partes reexam-
ination proceedings, and more recently
the institution of IPRs and other post-
grant review proceedings introduced
by the 2011 Leahy-Smith America
Invents Act.
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Relying in part on the Supreme Court's
Cuozzo decision (Cuozzo Speed Techs,
LLCv. Lee, 136 S. Ct. 2131 (2016)), the
Federal Circuit characterized an IPR
proceeding, despite the participation
of one or more private parties (i.e., the
Petitioners), as being more akin to an
agency enforcement action brought by
the USPTO against the patent owner
to adjudicate the public patent right,
rather than as civil litigation brought
by private parties against a sovereign
state. Consistent with its Saint Regis
decision, the Federal Circuit therefore
held that sovereign immunity does
not shield a state entity against

IPR proceedings.?

The Federal Circuit Emphasizes
the Need to Establish “Standing”
Before It Can Hear an Appeal
from a USPTO Post-Grant
Invalidity Decision

Under the 2011 America Invents Act,
parties to USPTO post-grant proceeds
(e.g., IPRs) can appeal the USPTO's
decision to the Federal Circuit (35
U.S.C. § 141(c)). However, this right

to appeal is not absolute, since the
appealing party has to satisfy the
“standing” requirement set forth in
Article lll of the U.S. Constitution (a
requirement not needed to seek a
post-grant proceeding in the first
instance). Two back-to-back decisions
from the Federal Circuit this past
summer show that establishing
standing is not necessarily as
straightforward as one might think:

AVX Corp. v. Presidio Components, Inc.
(No. 18-1106 (Fed. Cir. 2019))

In AVX Corp., AVX, a manufacturer of
electronics components, had brought
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an IPR proceeding against its compet-
itor Presidio. In the proceeding, the
USPTO upheld the patentability of
certain claims of Presidio’s patent, and
AVX appealed to the Federal Circuit.

Citing well established case law, the
Federal Circuit reminded the parties
that to have standing to bring a case
before a court, a party must show (1)
an injury in fact, (2) a causal connection
between the injury and the conduct
complained of, and (3) a likelihood
that the injury will be redressed by a
favorable decision.

As to the injury, AVX raised the AIA
statutory estoppel provision (35 U.S.C.
§315(e)), under which it was precluded
from challenging the upheld claims

in another proceeding. However, the
Federal Circuit indicated that it had
previously rejected reliance on this
estoppel provision as being sufficient
to confer standing. (See, Phigenix,
Inc. v. Immunogen, Inc., 845 F.3d 1168
(Fed. Cir. 2017)).

AVX also argued that the USPTO
decision reduced the ability of AVX
to compete with Presidio. However,
the Federal Circuit indicated that this
"competitor standing” argument must
rest on a showing that the disputed
issue posed a “nonspeculative” threat to
a "concrete” interest of the challenger.

The Federal Circuit concluded that
AVX had not presented facts to show
that it had any non-speculative plans
to engage in business conduct that
would even arguably be covered by
the upheld patent claims at issue on
appeal. Having shown no harm from
the USPTO's decision, AVX's appeal
was dismissed for lack of Article Il
standing.

9 A petition to the U.S. Supreme Court for a writ of certiorari was denied on January 13, 2020
10 Interestingly, the Federal Circuit also stated that whether the estoppel provision would indeed preclude a latter challenge when the challenger

lacked standing to appeal to the USPTO decision to Federal Circuit, was itself an undecided issue.

10
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GE v. United Tech Corp. (No. 17-2497
(Fed. Cir. 2019))

Two months later, another panel of the
Federal Circuit issued its GE v. United
Tech. Corp. decision. Here GE appealed
a USPTO decision that certain claims
of its competitor’s patent, directed

to a "geared fan engine” design,
survived GE's IPR challenge. Patent
holder United Technologies Corpora-
tion (UTC) moved to dismiss for lack of
standing, arguing that GE had failed
to show sufficient injury in fact.

GE took the position that its injuries
included “statutory estoppel, economic
loss, future threat of litigation and
competitive harm,” which it sought to
support by Declarations from its Chief
IP Counsel. Among the evidence
presented in these Declarations was
that, at the request of a customer, it
had researched an engine design that
would potentially implicate the UTC
patent, but decided not to pursue this
design, and rather offer a “direct-
drive” design.

However, the Federal Circuit concluded
that GE's competitive injuries were
“too speculative” to support constitu-
tional standing, in that they showed
neither “concrete” nor “imminent”
injury to GE. The Federal Circuit
focused on the fact that GE's Declara-
tions did not assert that GE had lost
any customer bids because it did not
offer the "geared fan engine” design,
or that it switched to a “direct-drive”
engine because of concerns over the
patent at issue.

Having recently addressed the

“competitor standing” doctrine in AVX,

the Federal Circuit elaborated that for
CONTINUED
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this to apply, there must be a showing
that the competitive landscape was
changed in some way. While GE
contended that it had been injured

by increased R&D costs, it did not pro-
vide accounting information to show
that these additional expenses were
caused by the need to design around

the patent. It also did not show that
it had any definite plans to use the
claimed features of the patent. Since
GE did not provide a sufficient show-
ing of injury in fact, the appeal was
dismissed due to GE's lack of Article
Il standing.

These two cases demonstrate that the
Constitutional standing requirement
is being strictly scrutinized by the
Federal Circuit before it will entertain
an appeal from a USPTO post-grant
proceeding; and appellants will need
to provide a sufficient factual showing
that they meet all the requirements
necessary to confer Article lll standing
on the Court.

The Supreme Court in Return Mail
Forecloses Federal Government
Entities from Challenging Patents
in AIA Reviews

Inits June, 2019 decision in Return
Mail Inc. v. U.S. Postal Service, the
Supreme Court addressed the singular
question of whether the Federal
Government has the right to petition
for any of the three USPTO post-issu-
ance review procedures established
by the Leahy-Smith America Invents
Act (AlA) of 2011, namely, inter-partes
reviews (IPRs), post-grant reviews
(PGRs), and covered business method
reviews (CBMs). By establishing these
three review procedures, the AIA
allowed a “person” other than the patent
owner to challenge the validity of an
issued patent; and so the question
before the Supreme Court was whether
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or not a federal agency is a "person”
under the controlling AIA statute.

By way of factual background, the U.S.
Postal Service had been exploring the
possibility of licensing a patent owned
by Return Mail Inc. which covered a
method for processing undeliverable
mail. When the Postal Service
introduced a new way of processing
such undeliverable mail, Return Mail
sued for patent infringement in the
Court of Federal Claims, prompting
the Postal Service to seek and ulti-
mately prevail in CBM review of the
Patent in the USPTO. The Federal
Circuit affirmed the invalidity in the
CBM review, and in so doing found
that the Postal Service was a “person”
eligible to petition for CBM review.
This prompted the Supreme Court

to step in on this issue of statutory
interpretation.

The Supreme Court adopted the
view that in the absence of an express
statutory definition, it would apply a
“longstanding” presumption that a
“person” did not include a govern-
mental entity as was reflected by
“common usage,” unless there was an
affirmative showing that Congress had
intended to include the government.

After weighing the arguments on both
sides, the Supreme Court reversed
the Federal Circuit and held that a
federal agency is not a “person;” and
therefore may not petition the USPTO
for post-issuance review under the
AlA procedures.

Among the reasons weighing in favor
of its statutory interpretation, the
Supreme Court thought that this
would avoid the "awkward” situation
where a civilian patent owner has to
defend patentability in a procedure
initiated by one federal agency (e.g.,
the Postal Service) and administered
by another federal agency (the USPTO).

1
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Supreme Court Strikes Down
the USPTO Ban on Immoral
and Scandalous Marks in
lancu v. Brunetti

While not a real surprise given its
decision in Matal v. Tam, 137 S. Ct.
1744 (June 19, 2017), which struck
down the Lanham Action Section 2(a)
prohibition against disparaging marks,
the United States Supreme Court
similarly held in lancu v. Brunetti, 588
U.S.____(2019) that the Lanham
Act’s Section 2(a) prohibition against
registration of “immoral or scandalous”
marks like "FUCT" also violates the
First Amendment.

Historically, when reviewing a trade-
mark application, the USPTO considered
whether a mark was “shocking to the
sense of truth, decency, or propriety;
offensive or disreputable.” The Court
expanded on its discussion in Matal
two years prior, which held a similar
provision prohibiting disparaging
marks unconstitutional for the same
reason: viewpoint discrimination.

Artist and entrepreneur Erik Brunetti's
application for federal registration of
the mark "FUCT" for his clothing line
was refused under Section 2(a) of the
Lanham Act (“Trademark Act”) after the
USPTO's Trademark Trial and Appeal
Board deemed the mark "highly
offensive” and “vulgar.” Brunetti
appealed the decision, and facially
challenged the "immoral or scandalous”
bar in the Federal Circuit. The court
found that the provision atissue
conflicted with the First Amendment
and invalidated the federal statute.
The Supreme Court granted certiorari
and affirmed the judgment.

Writing for the majority, Justice Kagan

explained that by allowing registration

of marks that “champion society’s
CONTINUED
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sense of rectitude and morality,” and
denying marks that “defy society’s
sense of sense of decency and
propriety,” the law is facially view-
point-based. Under the bar, immoral
or scandalous views on drug use,
religion and terrorism were refused,
while marks communicating more
accepted views on the same topics
gained approval in the form of federal
registration. Registration benefits
include constructive notice of own-
ership against infringers, outward
evidence of a valid mark, and access
to sue in federal court.

The Court rejected the Government’s
proposition that the statute should be
narrowly read to bar marks that are
offensive because of their mode of
expression, independent of the views
they express. The Court's refusal of
the proposed reconfiguration, which
would limit the bar to vulgar, sexually
explicit and profane marks, rested

in its unwillingness to rewrite an
unambiguous law to conform it to
constitutional requirements. Even if
the bar is viewed how the Government
insists — as a reasonable condition for
a government benefit — the criteria
must still be viewpoint neutral, and
the Section 2(a) bar is not.

The Court was sure to provide the
Government with guidelines for
success. Concurring opinions sent
hints to Congress that a statute
explicitly barring vulgarity in the
mode of expression, rather than the
idea expressed could allow for
constitutional denials of marks like
"FUCT.” Dissenting in part, Justice
Sotomayor advocated for a narrow
reading of the word “scandalous,”
apart from the word “immoral” so
that only obscene, vulgar, or profane
marks that offend, because of their
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mode of expression, be prohibited.
However, the majority rejected that
sort of “statutory surgery” and made
clear that a stand-alone “scandalous”
bar would still target both ideas and
modes of expression and cannot
escape viewpoint-based status.

As it relates to the examination of
application by the examining corps
at the Patent and Trademark Office,
when considering Section 2(a) of the
Lanham Act while examining appli-
cations, they now use the following
revised version of the statute:

15 U.S.C. §1052 (Extract)

No trademark by which the goods
of the applicant may be distinguished
from the goods of others shall be
refused registration on the principal
register on account of its nature
unless it-

(a) Consists of or comprises immoral,
deceptive, or scandalous matter;

or matter which may disparage-or
falsely suggest a connection with
persons, living or dead, institutions,

beliefs, or national symbols;erbring
Despite the guidance from the U.S.
Supreme Court and the revision to
Section 2(a) in the Trademark Manual
of Examining Procedure, when facing
a mark that an Examining Attorney
believes, for whatever reason, may
comprise “immoral or scandalous”
matter, the Examining Attorney must
consult with her/his supervisor to ensure
consistency in how such applications
are handled. It should be expected,
then, that marks comprising immoral
or scandalous matter may well take
longer to proceed through the exam-
ination process, notwithstanding the
striking from the Statute of the immoral/
scandalous prohibitions.
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Developments Under the Biologics
Price Competition And Innovation
Act Governing Biosimilars

The Biologics Price Competition and
Innovation Act of 2009 (BPCIA), which
was passed as part of health reform
signed into law by President Obama
in March 2010, is now in its tenth year.
Twenty-six biosimilars have now been
approved, with 20 of them being
approved only in the last two years,
and the twelfth biosimilar product was
launched in 2019. As a result of this, as
we look forward to 2020, we expect to
see more litigation under the BPCIA
and its pre-suit BPCIA information
exchanges (often referred to as the
“patent dance”). In particular, 2020 is
likely to provide further guidance on
circumstances requiring a 180-day
notice of commercial marketing,
biosimilar injunctions, and inter-
changeability status.

Sufficiency of a Notice of Commercial
Marketing

The Genentech v. Amgen appeal before
the Federal Circuit addresses when

a biosimilar applicant must provide a
notice of commercial marketing to the
reference product sponsor. Amgen's
biosimilar for bevacizumab (Mvasi) was
approved by the FDA in September
2017 upon submission of its Biological
License Application (BLA). In October
2017, Amgen served Genentech with
its notice of commercial marketing
under subsection (I)(8)(A) of the BPCIA
which states that the “subsection (k)
applicant shall provide notice to the
reference product sponsor not later
than 180 days before the date of the
first commercial marketing of the
biological product licensed under
subsection (k).” This provision acts
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as a gateway to give the reference
product sponsor the opportunity to
enforce its patent rights, such as by
seeking a preliminary injunction, to
protect its market position from
imminent biosimilar competition.

Amgen then filed two supplements
to its BLA revising manufacturing
and labeling information for its Mvasi
product. These supplements were
approved by the FDA in December
2018 and June 2019. Amgen did

not provide any further notice of
commercial marketing. On July 8,
2019, Amgen made a decision to
launch Mvasi at risk.

On July 10, 2019, Genentech filed a
motion to enforce the BPCIA's statutory
prohibition on commercial marketing,
as well as a temporary restraining order.
Genentech argued that under the
BPCIA, Amgen cannot market Mvasi
until 180 days after Amgen provides
Genentech notice of its intent to
commercially market Mvasi. According
to Genentech, new notices of com-
mercial marketing were required as

a result of Amgen'’s two supplements
to its BLA. Genentech argued that
Amgen’s October 2017 letter failed

to satisfy the notice requirement
because the Mvasi product approved
in September 2017 was different from
the products approved in December
2018 and June 2019.

On July 19, 2019, the district court
denied Genentech’s motions, finding
that Amgen’s October 2017 letter
satisfied the notice requirements of
subsection (I)(8)(A) of the BPCIA. The
district court held that “under the
express terms of the BPCIA, the same
biologic product can be the subject
of an application and supplements
to the application.” Genentech Inc. v.
Immunex Rhode Island Corp., 395 F.
Supp. 2d 357, 363 (D. Del. 2019). The
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court also found that “the BPCIA's
language makes clear that a biologic
product is not defined by its manu-
facturing facilities or labeling.” Id. The
district court denied Genentech'’s
request for a temporary restraining
order on that basis. The decision, now
on appeal, is notable for presenting
the first major legal dispute regarding
the notice of commercial marketing
since the Supreme Court’s Sandoz Inc.
v. Amgen Inc. 137 S. Ct. 1664 (2017)
decision. The Federal Circuit will have
to address several questions relating
to the BPCIA's notice of commercial
marketing provisions including whether
(1) FDA-approval of a supplement ever
obligates the biosimilar applicant to
issue a new notice; (2) Subsection (I)
(8)(A) is enforceable by injunction; and
(3) what remedies are available

to a sponsor if an applicant launches

a biosimilar product less than 180
days after providing notice and what
repercussions, if any, an applicant
might face for an early launch.

Injunctions under the BPCIA

Amgen served Genentech its notice
of commercial marketing related to its
biosimilar for trastuzumab (Kanjinti) a
biosimilar of Genentech’s Herceptin,
on May 15, 2018, long before it was
approved by the FDA. A year later

on June 13, 2019, the FDA approved
Amgen'’s Kanjinti. Four weeks later,

on July 10, 2019, Genentech filed
motions for a temporary restraining
order and preliminary injunction against
Amgen to prevent Amgen from
launching, marketing or selling Kanjinti
until the district court rendered a
decision on the merits and the Federal
Circuit adjudicated any appeal.

On July 18, 2019, the district court
denied Genentech’s motions, finding
that Genentech failed to show it would
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suffer irreparable harm absent an
injunction. Genentech Inc. v. Amgen
Inc., 2019 WL 3290167 (July 18, 2019
D. Del.) It found that Genentech filed
its motion for a preliminary injunction
14 months after receiving the notice
of commercial marketing, three
months after receiving a specific
launch date and approximately one
month after Kanjinti was approved by
the FDA. As a result, the court indicated
that “Genentech’s actions are [ ]
contrary to the spirit and purpose

of the BPCIA” because the 180-day
notice period is designed to prevent
the circumstances that “Genentech
has engineered in this case — ‘a race
to court for immediate relief to avoid
irreparable harm from market entry . .
" 1d. * 3. The court stated that
Genentech’s undue delay in requesting
a preliminary injunction should be
sufficient by itself to deny the motion.
The court further found that Genen-
tech’s licensing practices for the
patents on which it based its motion
supported the court's finding of

no irreparable harm. Id. Specifically,
Genentech had already granted
licenses to the patents, which cover
methods of treating cancer with a
specific trastuzumab dosage regimen,
to Mylan, Celltrion, and Pfizer. Based
on the license agreements, the court
found that “Genentech has been able
to place a value on the patents and
has approved competitors entering
the market....” |Id. Therefore, the court
held that any harm caused by Amgen's
market entry to Genentech for
infringement of those patents could
be quantified and compensated with
reasonable royalty damages.

Genentech has appealed the decision
and oral argument has been scheduled
before the Federal Circuit in March 2020.
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The Federal Circuit's decision will

be important both for the biosimilar
applicants and sponsors to addresses
not only when the applicant should
provide notice of commercial market-
ing but also how quickly the sponsor
should move for an injunction without
being prejudiced.

Milestones under the BPCIA in 2020

2020 will bring some notable changes
in how marketing applications for
biosimilars will be treated under the
BPCIA framework. After March 23,
2020, a marketing application for a
biological product that could have
been submitted under Section 505 of
the FD&C Act (e.g., insulin and insulin
analogs, human growth hormone, and
reproductive hormones) will need to
be submitted as a BLA under Section
351 of the Public Health Service Act
(PHS Act). Further, on March 23, 2020,
a biological product previously
approved under Section 505 of the
FD&C Act will be deemed to be an
approved BLA and regulated under
the PHS Act. According to the FDA,
“sponsors can seek approval of products
that are biosimilar to, or interchangeable
with, these transitioned products.”

Interchangeability Status for
Biosimilar Products

On May 10, 2019, the FDA provided

its highly anticipated final guidance
on interchangeability, clarifying how
drug-makers can demonstrate that a
proposed biosimilar product meets the
statutory interchangeability standard
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under the Public Health Service Act
(PHS Act or the Act). [https://www.fda.gov/
regulatory-information/search-fda-
guidance-documents/consider-
ations-demonstrating-interchangeability-
reference-product-guidance-industry]
According to the Act, an interchange-
able biosimilar may be substituted for
the original biological product without
the involvement of a prescriber, similar
to the way generic drugs are routinely
substituted for brand name drugs at
the pharmacy level. Thus far, there
have not been any interchangeable
biosimilars approved in the United
States.

2020 promises to be a very active

year as more biosimilar products are
expected to get approved in the United
States. As a result, we expect that
litigation under the BPCIA will also
increase and will have to take into
account the Federal Circuit's expected
decisions on key BPCIA provisions. We
will also see continued IPR proceedings
challenging patents protecting
biologic medicines.
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