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Raymond N. Nimrod Arnold B. Calmann
Isaac Nesser Katherine A. Escanlar
Nicola R. Felice SAIBER LLC
QUINN EMANUEL URQUHART One Gateway Center, 9th Floor
& SULLIVAN, LLP Newark, NJ 07102-5308
51 Madison Avenue, 22nd Floor (973) 622-3333
New York, NY 10010 abc(@saiber.com
(212) 849-7000 kescanlar@saiber.com
raynimrod@quinnemanuel.com
isaacnesser@quinnemanuel.com Attorneys for Plaintiffs Arbutus Biopharma
nicolafelice@quinnemanuel.com Corp. & Genevant Sciences GmbH

Attorneys for Plaintiff Genevant Sciences GmbH

Daralyn J. Durie

Adam R. Brausa

MORRISON & FOERSTER LLP
425 Market Street

San Francisco, CA 94105-2482
(415) 268-7000
ddurie@mofo.com
abrausa@mofo.com

Attorneys for Plaintiff Arbutus Biopharma Corp.

IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF NEW JERSEY

ARBUTUS BIOPHARMA CORP. and Civil Action No.
GENEVANT SCIENCES GMBH,
Plaintiff COMPLAINT FOR PATENT
aintitts, INFRINGEMENT
V.
PFIZER INC. and BIONTECH SE, Document Filed Electronically
Defendants. Jury Trial Demanded

Arbutus Biopharma Corp. (“Arbutus”), with its principal place of business at 701 Veterans
Circle, Warminster, Pennsylvania, 18974, and Genevant Sciences GmbH (“Genevant”)
(collectively, “Plaintiffs’), with its principal place of business at Viaduktstrasse 8, 4051 Basel,
Switzerland, by and through their attorneys, bring this Complaint against Pfizer Inc. (“Pfizer”),

with its principal place of business in New York City and significant operations in New Jersey,
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and BioNTech SE (“BioNTech”) (collectively, “Defendants”), with its principal place of business
in Germany and its North American headquarters in Cambridge, Massachusetts, and allege as
follows:

INTRODUCTION

1. Arbutus invented and was awarded numerous patents on the breakthrough lipid
nanoparticle (“LNP”) technologies needed to deliver messenger ribonucleic acid (“mRNA”)
therapeutics to human cells. Genevant, a world leader in nucleic acid drug delivery and
development, licenses these patents from Arbutus.

2. When the world was thrust into a devastating pandemic and urgently needed LNP
technologies to deliver an mRNA-based COVID-19 vaccine to cells in the body, the necessary
LNP technologies had, fortunately, already been invented by Arbutus’s scientists years before and
stood ready for use. Defendants could not have accomplished the feat of creating and
manufacturing a vaccine at a speed unprecedented in the history of medicine but for their use of
Plaintiffs’ existing and proven LNP technologies. Yet Defendants never paid Plaintiffs to use
those technologies. And Defendants continue to knowingly use the technologies to make and sell
the vaccine, amassing tens of billions of dollars in revenues. Plaintiffs have thus filed this case to
obtain fair compensation for their inventions, without which the vaccine would not exist.

3. Defendants’ vaccine works by delivering a synthetic mRNA to the body’s cells.
The biggest technological barrier to mRNA-based medicines is not the mRNA itself—BioNTech’s
CEO designed the mRNA over a weekend. The biggest barrier is instead how to deliver the mRNA
to cells safely and effectively. As Pfizer’s CEO Albert Bourla has explained, “[t]he whole mRNA

[vaccine] platform is not how to build an mRNA molecule; that’s the easy thing.” The hard thing
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is “how to make sure the mRNA molecule will go into your cells and give the instructions.”! A
Nobel Prize-winner has similarly explained that the key to RNA therapeutics was “delivery,
delivery, delivery.

4. The delivery problem had persisted for decades until a team of Arbutus scientists,
many now at Genevant companies, developed and refined technologies that solved the problem,
for which they were awarded many patents. Their solution involved microscopic particles, built
from four carefully-selected types of fat-like molecules, that are stable enough to shelter and
protect fragile ribonucleic acid (“RNA”) molecules on a voyage through the human body to a
target cell, and then through the target cell’s membrane, before finally releasing the RNA. These
particles are called lipid nanoparticles and their invention was widely recognized as a major
achievement that is essential for mRNA vaccines.

5. Arbutus also developed the technologies needed to manufacture these LNPs.
Before Arbutus’s scientists tackled the manufacturing challenges, methods of manufacturing LNPs
for RNA employed harsh conditions that would damage the RNA that the LNPs were supposed to
protect. Arbutus’s scientists developed new, elegant manufacturing methods that preserved the
RNA and allowed for it to reach target cells in an undamaged state. Their solution used what is
called a T-connector to mix together flows of lipids and dissolved RNAs in a process that ensures
the RNA is both encapsulated and protected during the formulation process.

6. Defendants have long recognized the value of Plaintiffs’ LNP technologies and

patent rights. For example, in 2018, BioNTech paid for a license to use the technologies in a

!"Nathan Vardi, Covid’s Forgotten Hero: The Untold Story Of The Scientist Whose Breakthrough
Made The Vaccines Possible, Forbes, Aug. 17, 2021 (https://tinyurl.com/86ud83kj).

2 Erika Check, RNA to the Rescue?, Nature, 425:10-12 (2003)
(www.nature.com/articles/425010a).
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contract that described Genevant’s platform as “the best lipid nanoparticle technology.” The
license only permitted BioNTech to use the technology in specific cancer and rare liver disease
treatments and did not extend to uses for infectious diseases like COVID-19. Pfizer, on
information and belief, has long known about that license and Plaintiffs’ patents. Yet neither
BioNTech nor Pfizer asked for a license to use Plaintiffs’ LNP technologies in a COVID-19
vaccine. They just used the technologies without paying for them—keeping for themselves tens
of billions in revenue that would never have existed were it not for Plaintiffs’ innovation.

7. Plaintiffs have licensed their technologies to many companies and would have
granted a license to Defendants on reasonable terms for use in a COVID-19 vaccine. Indeed, the
parties engaged in licensing discussions that unfortunately failed to result in a settlement. Plaintiffs
have therefore been left no choice but to file this lawsuit to seek fair compensation in the form of
a reasonable royalty for Defendants’ unlicensed use of Plaintiffs’ patents.

NATURE OF THE ACTION

8. This is a civil action by Plaintiffs against Defendants under the patent laws of the
United States, 35 U.S.C. § 101 et seq., seeking damages for Defendants’ infringing manufacture,
use, sale, offer for sale, and/or importation of their COVID-19 vaccine and any COVID-19 mRNA-
LNP vaccine products, including: pediatric doses; booster doses; supplemental doses;
reformulations; boosters or re-vaccinations; variant-specific formulations; bivalent formulations;
and the products known or marketed as Pfizer-BioNTech SE (BioNTech) COVID-19 vaccine,
Comirnaty, Tozinameran, BNT162b2, or PF-07302048 (collectively, the “Accused Product” or
“Defendants’ vaccine™).

9. Defendants’ manufacture, use, sale, offer to sell, and/or importation of the Accused
Product directly and/or indirectly infringes or will infringe, or actively induces or will actively

induce infringement of, one or more valid enforceable claims of, and Plaintiffs’ rights arising
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