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United States District Court, D. Delaware.

ARBUTUS BIOPHARMA CORPORATION
and Genevant Sciences GmbH, Plaintiffs,
V.

MODERNA, INC. and ModernaTX, Inc.,

CIVIL ACTION NO. 22-252
I
Signed November 2, 2022

Synopsis

Background: Owner of patents directed to lipid nanoparticle
delivery platform brought infringement action against
COVID-19 vaccine manufacturer. Manufacturer asserted
affirmative defense pursuant to statute governing patent
infringement actions against the United States.

Holdings: The District Court, Goldberg, J., sitting by

designation, held that:

[1] issue of whether affirmative defense applied could
not be resolved because of factual dispute as to whether
development of vaccine was for the government, and

[2] issue of whether affirmative defense applied could not be

resolved because of factual dispute as to whether government
authorized or consented to any infringing use.

Motion denied.

West Headnotes (23)
[1] Federal Civil Procedure &= Insufficiency in
general

On a motion to dismiss for failure to state a claim,
a complaint does not show an entitlement to
relief when the well-pleaded facts do not permit
the court to infer more than the mere possibility
of misconduct. Fed. R. Civ. P. 12(b)(6).
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nc., --- F.Supp

Federal Civil Procedure &= Insufficiency in
general
Federal Civil Procedure &= Matters deemed

admitted; acceptance as true of allegations in
complaint

To determine whether a complaint meets the
pleadings standard on a motion to dismiss for
failure to state a claim, the court first outlines the
elements a plaintiff must plead to state a claim
for relief, next, the court must peel away those
allegations that are no more than conclusions
and thus not entitled to the assumption of truth,
and finally, the court looks for well-pled factual
allegations, assumes their veracity, and then
determines whether they plausibly give rise to an
entitlement to relief. Fed. R. Civ. P. 12(b)(6).

Federal Civil Procedure é= Insufficiency in
general
Determining  whether  well-pled  factual

allegations plausibly give rise to an entitlement
to relief, as required to survive a motion to
dismiss for failure to state a claim, is a context-
specific task that requires the reviewing court
to draw on its judicial experience and common
sense. Fed. R. Civ. P. 12(b)(6).

Federal Courts &= Intellectual property

Court of
Federal Claims exclusive jurisdiction over

Since the statute giving the
patent infringement suits against the federal
government is an affirmative defense rather than
a jurisdictional bar, a court may not dismiss such
an action for lack of subject matter jurisdiction.

28 U.S.C.A. § 1498(a); Fed. R. Civ. P. 12(b)(1).

United States &= In general; remedy of patent
owner

The intention and purpose of Congress in
enacting the statute providing a cause of action
against the United States for its unauthorized
use or manufacture of a patented invention
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[6]

(7]

8]

91

is to stimulate contractors to furnish what is
needed by the government, without fear of
becoming liable themselves for infringements to
inventors or the owners or assignees of patents.
28 U.S.C.A. § 1498(a).

United States é= Liability of government

United States ¢= Liability of government
contractor

The statute providing a cause of action
against the United States for its unauthorized
use or manufacture of a patented invention
creates an independent cause of action for
direct infringement by the government or its
contractors that is not dependent on the statute
governing patent infringement. 28 U.S.C.A. §
1498(a); 35 U.S.C.A. § 271(a).

United States é= In general; remedy of patent
owner

For claims that fall within the ambit of the statute
providing a cause of action against the United
States for its unauthorized use or manufacture
of a patented invention, the remedy against
the United States is exclusive. 28 U.S.C.A. §
1498(a).

Courts &= Particular questions or subject
matter

Federal Circuit law applies to issues of
substantive patent law.

Patents &= Affirmative defenses
United States @ Evidence

A patent infringement defendant asserting an
affirmative defense pursuant to the statute
providing that when a patented invention is
used or manufactured by or for the United
States without a license, the remedy shall be
by an action against the United States in the
Court of Federal Claims bears the burden of
establishing that (1) the infringing use is for the
government, and (2) the infringing use is with the
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[14]

authorization and consent of the government. 28
U.S.C.A. § 1498(a).

United States &= Liability of government
contractor

An infringing use by a contractor is “for the
Government,” within the meaning of the statute
governing patent infringement actions against
the United States, if it is in furtherance and
fulfillment of a stated government policy which
serves the government's interests and which is for
the government's benefit. 28 U.S.C.A. § 1498(a).

United States &= Liability of government
contractor

To satisfy the requirement under the statute
governing patent infringement actions against
the United States that an infringing use
by a contractor be for the government, the
government's benefit from an infringing use need
not be the primary purpose of a government
contract. 28 U.S.C.A. § 1498(a).

United States @= Liability of government
contractor

To satisfy the requirement under the statute
governing patent infringement actions against
the United States that an infringing use
by a contractor be for the government, the
government need not be the sole beneficiary of
the infringing use. 28 U.S.C.A. § 1498(a).

United States é= Liability of government
contractor

The requirement under the statute governing
patent infringement actions against the United
States that an infringing use by a contractor be
for the government must be applied on a case-by-
case basis. 28 U.S.C.A. § 1498(a).

United States &= Liability of government
contractor
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[15]

[16]

[17]

[18]

Incidental benefit to the government is
insufficient to satisfy the requirement under the
statute governing patent infringement actions
against the United States that an infringing use by
a contractor be for the government. 28 U.S.C.A.
§ 1498(a).

United States @ Liability of government
contractor

A governmental grant of authorization or
consent, standing alone, does not satisfy the
requirement under the statute governing patent
infringement actions against the United States
that an infringing use by a contractor be for the
government. 28 U.S.C.A. § 1498(a).

Patents @= Fact questions

Issue of whether affirmative defense pursuant
to statute governing patent infringement actions
against the United States applied in infringement
action by owner of patents directed to
lipid nanoparticle delivery platform against
COVID-19 vaccine manufacturer could not be
resolved at motion to dismiss phase because of
factual dispute as to whether development of
vaccine was for the government. 28 U.S.C.A. §
1498(a).

Evidence @= Public or government websites

District court would take judicial notice

of contract between federal government
and COVID-19 vaccine manufacturer in
determining, on manufacturer's motion to
dismiss patent infringement claims by owner of
patents directed to lipid nanoparticle delivery
platform, whether affirmative defense pursuant
to statute governing patent infringement actions
against the United States applied; contract was
public document published on the internet. 28

U.S.C.A. § 1498(a).

United States &= Liability of government
contractor
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[19]

[20]

[21]

[22]

Under the statute governing patent infringement
United States, the
authorization and consent of the government to

actions against the
an infringing use by a contractor may be express
or implied. 28 U.S.C.A. § 1498(a).

United States &= Liability of government
contractor

When the government provides express consent
to infringement by a contractor, within the
meaning of the statute governing patent
infringement actions against the United States,
that consent may be very broad, extending to
any patented invention and any infringing use,
or may be limited to only certain patented
inventions or to only those uses that are
necessary or are specifically consented to by the
government. 28 U.S.C.A. § 1498(a).

United States &= Liability of government
contractor

Under the statute governing patent infringement
actions against the United States, an implied
authorization to infringe may be found where (1)
the government expressly contracted for work to
meet certain specifications, (2) the specifications
cannot be met without infringing on a patent, and
(3) the government had some knowledge of the
infringement. 28 U.S.C.A. § 1498(a).

United States @= Liability of government
contractor

Even when the government expressly consents to
infringement in order to perform a government
contract, a government contractor's use of a
patented device does not constitute authorization
or consent, within the meaning of the statute
governing patent infringement actions against
the United States, where the choice of the device
was the contractor's and where there was nothing
in the contract that could not be performed
without using the device. 28 U.S.C.A. § 1498(a).

Patents &= Fact questions
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Issue of whether affirmative defense pursuant
to statute governing patent infringement actions
against the United States applied in infringement
action by owner of patents directed to
lipid nanoparticle delivery platform against
COVID-19 vaccine manufacturer could not be
resolved at motion to dismiss phase because
of factual dispute as to whether government
authorized or consented to any infringing use. 28

U.S.C.A. § 1498(a).

[23] United States &= Liability of government
contractor

Under the statute governing patent infringement
actions against the United States, even express
authorization and consent by the government
to a contractor's use of patented invention may
be limited by other clauses in a contract. 28
U.S.C.A. § 1498(a).
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Goldberg, District Judge

*1 During the course of the COVID-19 pandemic,
Defendants Moderna, Inc. and ModernaTX, Inc. (collectively,
“Moderna”) brought to market an mRNA-based vaccine in an
effort to combat the effect of the COVID-19 virus. Plaintiffs
Arbutus Biopharma Corporation (“Arbutus”) and Genevant
Sciences GmbH (“Genevant”) (collectively “Plaintiffs”)
claim that, in order for the vaccine to succeed, Moderna used a
revolutionary lipid nanoparticule (“LNP”’) delivery platform
—created and patented by Plaintiffs—without paying for it or
requesting a license.

On February 28, 2022, Plaintiffs filed suit seeking
compensation for the use of the patented technology they
claim to have developed. On May 6, 2022, Moderna filed a
partial Motion to Dismiss, arguing that to the extent Plaintiffs
seek royalties on the sale and provision of COVID-19 Vaccine
doses to the United States Government, such claims can
only proceed in the Court of Federal Claims and must be

dismissed from this Court. For the following reasons, I will

deny Moderna's Motion.'

I. FACTUAL BACKGROUND

The following facts are taken from Plaintiff's Complain‘t.2

A. General Background Regarding Virus Vaccines

As explained in the Complaint, viruses are typically described
as small packets of deoxyribonucleic acid (“DNA”) or
ribonucleic acid (“RNA”). If a virus enters a living host cell,
the virus's DNA or RNA can hijack the cell's machinery and
instruct the cell to make copies of the virus. These copies,
often numbering into the millions, leave the infected cell
and enter other cells where the process repeats. Infected
cells can be damaged or die while hosting the virus, and,
left unchecked, the host organism itself can die. Vaccines
traditionally work by injecting into the body a weakened or
inactive form of the virus that is unable to cause infection,
but nonetheless retains features of the infectious virus and
can teach the immune system to recognize and attack the
infectious virus it if it invades in the future. (Id. Y 19-20.)

Moderna's COVID-19 vaccine belongs to a new class of
medicines that deliver nucleic acids into the cells of the body
to treat diseases or trigger an immune response to protect
a person from future infection. Nucleic acids are molecules
that encode the genetic information essential to sustain life.
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