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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE
AMGEN INC. and AMGEN
MANUFACTURING LIMITED,
Plaintiffs,
v.
COHERUS BIOSCIENCES INC.,
Defendant.

)
)
)
)
)
)
)
)
)
)

C.A. No. ___________
DEMAND FOR JURY TRIAL

COMPLAINT
Plaintiffs Amgen Inc. and Amgen Manufacturing Limited (collectively “Amgen”), by and
through their undersigned attorneys, for their Complaint against Defendant Coherus Biosciences
Inc. (“Coherus”), hereby allege:
THE PARTIES
1.

Amgen Inc. is a corporation organized and existing under the laws of the State of

Delaware, with its principal place of business at One Amgen Center Drive, Thousand Oaks,
California 91320.
2.

Amgen Manufacturing Limited is a corporation organized and existing under the

laws of Bermuda, with its principal place of business in Juncos, Puerto Rico.
3.

Amgen discovers, develops, manufactures, and sells innovative therapeutic

products based on advances in molecular biology, recombinant DNA technology, and chemistry.
Founded in 1980, Amgen is a pioneer in the development of biological human therapeutics.
Today, Amgen is the largest biotechnology company in the world, fueled in part by the success
of NEULASTA® (pegfilgrastim). Amgen Manufacturing Limited manufactures and sells
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biologic medicines for treating particular diseases in humans. Amgen Manufacturing Limited is
a wholly-owned subsidiary of Amgen Inc.
4.

Upon information and belief, Coherus is a corporation organized and existing

under the laws of the state of Delaware, with its principal place of business at 333 Twin Dolphin
Drive, Suite 600, Redwood City, CA 94065.
5.

Upon information and belief, Coherus, founded in 2010, is in the business of

developing and commercializing “biosimilar” products based on successful biologic medicines
developed by others.
NATURE OF THE ACTION
6.

This action arises under 35 U.S.C. § 271(e)(2)(C)(i), which was enacted in 2010

as part of the Biologics Price Competition and Innovation Act (“the BPCIA”), Pub. L. No. 111148, §§ 7001-7003, 124 Stat. 119, 804-21 (2010) (amending, inter alia, 35 U.S.C. § 271 and 42
U.S.C. § 262).
7.

The asserted patent is Amgen’s U.S. Patent No. 8,273,707 (“the ’707 Patent”).

The ’707 Patent is directed to a process for purifying proteins.
8.

By amendment to the Public Health Service Act, the BPCIA created a new,

abbreviated pathway for the approval of biological products that are highly similar to
previously-licensed innovative biological products. The abbreviated pathway (42 U.S.C.
§ 262(k), often referred to as “the subsection (k) pathway”) allows a biosimilar applicant to
secure a license from the Food and Drug Administration (“FDA”) by designating an innovative
biological product (“the reference product”) with an existing license granted to the innovator
company (“the reference product sponsor” or “RPS”) under the innovator pathway (42 U.S.C.
§ 262(a), often referred to as “the subsection (a) pathway”), which has traditionally required
proof of safety and efficacy through a series of phased clinical trials.
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9.

Amgen is the sponsor of the reference product, NEULASTA® (pegfilgrastim),

which is approved by FDA to decrease the incidence of infection in patients receiving
myelosuppressive chemotherapy. Seeking the benefits of the subsection (k) pathway, Coherus
submitted its abbreviated Biologic License Application No. 761039 (the “Coherus aBLA”) to
FDA, requesting that its biological product (“the Coherus Pegfilgrastim Product”) be licensed by
relying on Amgen’s demonstration that NEULASTA® is “safe, pure, and potent.”
10.

Upon information and belief, Coherus submitted the Coherus aBLA to FDA on or

about August 9, 2016, and thus before the September 24, 2024 expiration date of the ’707 Patent.
11.

Upon information and belief, on or about October 6, 2016, Coherus received

notification from FDA that the Coherus aBLA had been accepted for review.
12.

On October 11, 2016, and, upon information and belief, within 20 days after FDA

notified Coherus that the Coherus aBLA had been accepted for review, the exchange of
information under the provisions of the BPCIA began.
13.

This information exchange culminated in the parties’ agreement in April 2017

that the ’707 Patent should be included in an immediate infringement action to be filed by
Amgen under 42 U.S.C. § 262(l)(6)(A). The ’707 Patent was identified in the process provided
in 42 U.S.C. § 262(l)(3).
14.

This immediate infringement action now follows, as provided by 42 U.S.C.

§ 262(l)(6)(A).
15.

Coherus committed an act of infringement with respect to the ’707 Patent under

35 U.S.C. § 271(e)(2)(C)(i) when it submitted its aBLA for the purpose of obtaining FDA
approval to engage in the commercial manufacture, use, or sale of the Coherus Pegfilgrastim
Product.
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16.

Upon information and belief, Coherus has a manufacturing agreement with KBI

BioPharma, Inc. (“KBI”) for “long-term manufacturing” of the Coherus Pegfilgrastim Product,
such that KBI “will manufacture and deliver production quantities” of the Coherus Pegfilgrastim
Product for Coherus’s “planned commercial launch” of the Coherus Pegfilgrastim Product and
“multiple years of commercial product sales” following FDA approval. See Dec. 21, 2015 Press
Release, available at http://investors.coherus.com/phoenix.zhtml?c=253655&p=irolnewsArticle&ID=2124381.
17.

Upon information and belief, KBI acts at the direction, under the control, and for

the benefit of Coherus with respect to the Coherus Pegfilgrastim Product.
18.

Unless enjoined by this Court, following FDA approval of the Coherus aBLA,

Coherus will infringe one or more claims of the ’707 Patent under 35 U.S.C. § 271(a) by making
the Coherus Pegfilgrastim Product within the United States or having the Coherus Pegfilgrastim
Product made at the direction, under the control, and for the benefit of Coherus within the United
States, before the expiration of the ’707 Patent.
19.

Unless enjoined by this Court, following FDA approval of the Coherus aBLA,

Coherus will induce infringement of one or more claims of the ’707 Patent under 35 U.S.C.
§ 271(b) by intentionally encouraging, aiding and abetting KBI’s acts of direct infringement in
manufacturing the Coherus Pegfilgrastim Product, with knowledge of the ’707 Patent, and with
knowledge that its acts are encouraging infringement, before the expiration of the ’707 Patent.
20.

Unless enjoined by this Court, following FDA approval of the Coherus aBLA,

Coherus will infringe one or more claims of the ’707 Patent under 35 U.S.C. § 271(g) by offering
to sell, selling, or using within the United States the Coherus Pegfilgrastim Product, which
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Coherus and/or KBI makes by a process patented in the ’707 Patent, before the expiration of the
’707 Patent.
JURISDICTION AND VENUE
21.

This action arises under the patent laws of the United States, Title 35 of the

United States Code, Title 42 of the United States Code, and the Declaratory Judgment Act of
1934 (28 U.S.C. §§ 2201-2202). This Court has subject matter jurisdiction pursuant to 28 U.S.C.
§§ 1331 and 1338(a).
22.

Venue is proper in this Court pursuant to 28 U.S.C. §§ 1391(b) and (c), and

1400(b).
23.

This Court has personal jurisdiction over Coherus by virtue of, among other

things, Coherus being a Delaware corporation, having availed itself of the rights and benefits of
Delaware law, and having engaged in substantial and continuing contacts with Delaware.
BACKGROUND
A.

Amgen’s Innovative Biological Product: NEULASTA® (pegfilgrastim)

24.

Amgen is one of the world’s leading biopharmaceutical companies and is

dedicated to using discoveries in human biology to invent, develop, manufacture, and sell new
therapeutic products for the benefit of patients suffering from serious illnesses. Toward that end,
Amgen has invested billions of dollars into its research and development efforts.
25.

In 2002, Amgen introduced NEULASTA® (pegfilgrastim), an innovative

biologic medicine which has benefited millions of cancer patients as a treatment of side effects
of certain forms of cancer therapy. Amgen conducted extensive clinical trials and submitted the
results of those trials to FDA in order to prove that NEULASTA® is safe, pure, and potent.
26.

The active ingredient in Amgen’s innovative NEULASTA® product is

pegfilgrastim, a recombinantly expressed, 175-amino acid form of a protein known as human
-5-
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granulocyte-colony stimulating factor (“G-CSF”) conjugated to a 20 kD
monomethoxypolyethylene glycol (m-PEG) at the N-terminus of G-CSF.
27.

NEULASTA® is indicated to decrease the incidence of infection in patients

receiving myelosuppressive anti-cancer drugs. By binding to specific receptors on the surface of
certain types of cells, NEULASTA® stimulates the production of a type of white blood cells
known as neutrophils. Neutrophils are the most abundant type of white blood cells and form a
vital part of the human immune system. A deficiency in neutrophils is known as neutropenia, a
condition which makes the individual highly susceptible to infection. Neutropenia can result
from a number of causes; it is a common side effect of chemotherapeutic drugs used to treat
certain forms of cancer. NEULASTA® counteracts neutropenia.
28.

NEULASTA® represented a major advance in cancer treatment by protecting

chemotherapy patients from the harmful effects of neutropenia and by facilitating more effective
chemotherapy regimens.
29.

Prior to 2010, any other company wishing to sell its own version of

NEULASTA® would have had to undertake the same extensive effort to conduct clinical trials
to prove to FDA that its proposed version was also safe, pure, and potent. Developing a new
therapeutic product from scratch is extremely expensive: studies estimate the cost of obtaining
FDA approval of a new biologic product at more than $2.5 billion. See DiMasi J.A. et al.,
Innovation in the pharmaceutical industry: New estimates of R&D costs, 47, J. Health Econ. 20,
25-26 (2016).
B.

Coherus Seeks Approval to Market a Proposed Biosimilar Version of
NEULASTA® (pegfilgrastim) by Taking Advantage of the Abbreviated
Subsection (k) Pathway of the BPCIA

30.

Upon information and belief, Coherus submitted the Coherus aBLA with FDA

pursuant to Section 351(k) of the Public Health Service Act in order to obtain approval to engage
-6-
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in the commercial manufacture, use, or sale of the Coherus Pegfilgrastim Product. The Coherus
Pegfilgrastim Product is a proposed biosimilar version of Amgen’s NEULASTA®
(pegfilgrastim) product.
31.

Upon information and belief, the Coherus aBLA references and relies on the

approval and licensure of Amgen’s NEULASTA® product in support of the request Coherus
made for FDA licensure of the Coherus aBLA.
32.

Upon information and belief, the Coherus Pegfilgrastim Product is designed to

copy and compete with Amgen’s NEULASTA®.
33.

Upon information and belief, Coherus did not seek to independently demonstrate

to FDA that the Coherus Pegfilgrastim Product is “safe, pure, and potent” pursuant to 42 U.S.C.
§ 262(a), as Amgen did in its BLA for its innovative biological product, NEULASTA®. Rather,
upon information and belief, Coherus requested that FDA evaluate the suitability of its biological
product for licensure, expressly electing and seeking reliance on Amgen’s FDA license for
NEULASTA®. Accordingly, Coherus submitted to FDA publicly-available information
regarding FDA’s previous licensure determination that NEULASTA® is “safe, pure, and
potent.” 42 U.S.C. § 262(k)(2)(A)(iii)(I).
34.

Coherus is piggybacking on the fruits of Amgen’s trailblazing efforts. Coherus

has publicly announced that it submitted the Coherus aBLA under the subsection (k) pathway to
obtain approval to engage in the commercial manufacture, use, or sale of the Coherus
Pegfilgrastim Product that Coherus asserts is a biosimilar version of Amgen’s NEULASTA®.
See October 6, 2016 Press Release, FDA Acceptance of 351(k) Biologics License Application
for CHS-1701 (Pegfilgrastim Biosimilar Candidate), available at
http://investors.coherus.com/phoenix.zhtml?c=253655&p=irol-newsArticle&ID=2210016.
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C.

Information Exchange Under 42 U.S.C. § 262(l)

35.

In October 2016, the exchange of information between Amgen and Coherus, as

required by the BPCIA, began.
36.

As part of this exchange, Amgen provided Coherus with Amgen’s list of patents

under 42 U.S.C. § 262(l)(3)(A). That list included the ’707 Patent. Coherus then provided
Amgen with Coherus’s list of patents and detailed statement under 42 U.S.C. § 262(l)(3)(B).
Amgen then provided Coherus with Amgen’s detailed statement under 42 U.S.C. § 262(l)(3)(C).
37.

Amgen and Coherus then negotiated under 42 U.S.C. § 262(l)(4) as to “which, if

any, patents listed under paragraph (3) by the subsection (k) applicant or the reference product
sponsor shall be the subject of an action for patent infringement under paragraph (6).” Amgen
and Coherus agreed that the ’707 Patent would be included in the action for patent infringement
under 42 U.S.C. § 262(l)(6).
38.

Amgen now files this immediate patent infringement action against Coherus

pursuant to 42 U.S.C. § 262(l)(6)(A). This action follows “not later than 30 days after” the
parties’ agreement under 42 U.S.C. § 262(l)(4) with respect to the ’707 Patent.
THE PATENT-IN-SUIT
39.

Amgen Inc. is the owner of all rights, title, and interest in the ’707 Patent.

40.

Amgen Manufacturing Limited is the exclusive licensee under the ’707 Patent.

41.

The ’707 Patent, titled “Process for Purifying Proteins,” was duly and legally

issued on September 25, 2012 by the U.S. Patent and Trademark Office. A true and correct copy
of the ’707 Patent is attached to this Complaint as Exhibit A.
42.

The ’707 Patent is directed to a process for purifying proteins.
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CAUSES OF ACTION
FIRST COUNT:
INFRINGEMENT OF THE ’707 PATENT UNDER 35 U.S.C. § 271(e)(2)(C)(i)
43.

Amgen incorporates by reference paragraphs 1-42 as if fully set forth herein.

44.

Upon information and belief, Coherus seeks FDA approval under Section 351(k)

of the Public Health Service Act to engage in the commercial manufacture, use, or sale of the
Coherus Pegfilgrastim Product, a proposed biosimilar version of Amgen’s NEULASTA®
(pegfilgrastim) product.
45.

Under the BPCIA exchange provisions, Amgen and Coherus agreed that the ’707

Patent would be included in the action for patent infringement under 42 U.S.C. § 262(l)(6).
46.

Coherus committed an act of infringement with respect to the ’707 Patent under

35 U.S.C. § 271(e)(2)(C)(i) when it submitted the Coherus aBLA for the purpose of obtaining
FDA approval to engage in the commercial manufacture, use, or sale of the Coherus
Pegfilgrastim Product.
47.

Upon information and belief, Coherus intends to make the Coherus Pegfilgrastim

Product within the United States or have the Coherus Pegfilgrastim Product made at the
direction, under the control, and for the benefit of Coherus within the United States, before the
expiration of the ’707 Patent. Upon information and belief, Coherus also intends to offer to sell,
sell, or use within the United States the Coherus Pegfilgrastim Product, before the expiration of
the ’707 Patent.
48.

Upon information and belief, the manufacture, offer for sale, sale, and/or use of

the Coherus Pegfilgrastim Product will infringe, either literally or under the doctrine of
equivalents, one or more claims of the ’707 Patent.
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49.

Pursuant to 42 U.S.C. § 262(l)(3)(C), Amgen has provided Coherus with a

detailed statement describing with respect to the ’707 Patent, on a claim by claim basis, the
factual and legal basis of Amgen’s opinion that such patent will be infringed by the commercial
marketing of the biological product that is the subject of the subsection (k) application. Amgen’s
detailed statement includes, refers to, and relies on confidential information that Coherus
provided to Amgen under 42 U.S.C. § 262(l)(2). Amgen does not repeat its detailed statement
here because under 42 U.S.C. § 262(l)(1), Amgen is not permitted to include confidential
information provided by Coherus “in any publicly-available complaint or other pleading.” See
42 U.S.C. § 262(l)(1)(F).
50.

Representative claim 1 of the ’707 Patent recites:

A process for purifying a protein on a hydrophobic interaction chromatography
column such that the dynamic capacity of the column is increased for the protein
comprising
mixing a preparation containing the protein with a combination of a first
salt and a second salt,
loading the mixture onto a hydrophobic interaction chromatography
column, and
eluting the protein,
wherein the first and second salts are selected from the group consisting of
citrate and sulfate, citrate and acetate, and sulfate and acetate, respectively,
and wherein the concentration of each of the first salt and the second salt
in the mixture is between about 0.1 M and about 1.0.
’707 Patent at col. 15:8-18. Upon information and belief, the process by which Coherus
manufactures the Coherus Pegfilgrastim Product satisfies each limitation of at least claim 1 and
also dependent claims 2, 3, 4, and 7. With respect to the requirement that the protein is purified
on a hydrophobic interaction chromatography column, Coherus practices a process for purifying
a protein on a hydrophobic interaction chromatography column as defined in the ’707 patent or,
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alternatively, an equivalent of such column. With respect to the use of dual salts, in the Coherus
process, a preparation containing protein is mixed with a combination of a first salt and a second
salt, which combination is the equivalent of one or more of the recited salt pairs. With respect to
the salt concentration, the concentration of each salt in the Coherus mixture falls within the
claimed range and/or is equivalent to a concentration within the claimed range. With respect to
elution, the Coherus mixture containing protein and dual salts is loaded onto a hydrophobic
interaction chromatography column and protein is eluted.
51.

Amgen does not have an adequate remedy at law and is entitled to injunctive

relief preventing Coherus from any further infringement under 35 U.S.C. § 271(e)(4)(B).
52.

The manufacture, offer for sale, sale, and/or use of the Coherus Pegfilgrastim

Product before the expiration of the ’707 Patent will cause injury to Amgen, entitling it to
damages or other monetary relief under 35 U.S.C. § 271(e)(4)(C).
SECOND COUNT:
DECLARATORY JUDGMENT OF INFRINGEMENT OF
THE ’707 PATENT UNDER 35 U.S.C. § 271(a)
53.

Amgen incorporates by reference paragraphs 1-52 as if fully set forth herein.

54.

Upon information and belief, FDA may act upon the Coherus aBLA as soon as

August 2017. FDA has stated publicly that the agency’s goal is to act upon 90% of aBLA
applications within 10 months of the 60-day-filing-review period that begins on the date of FDA
receipt of the original aBLA submission. See Biosimilar Biological Product Reauthorization
Performance Goals and Procedures Fiscal Years 2018 Through 2022, available at
https://www.fda.gov/downloads/forindustry/userfees/biosimilaruserfeeactbsufa/ucm521121.pdf.
55.

Upon information and belief, Coherus believes that FDA may act upon the

Coherus aBLA as soon as June 9, 2017, and that Coherus will be able to pay the user fee
prescribed under the Biosimilar User Fee Act by that time. See March 6, 2017 Coherus
- 11 -
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Presentation, available at http://investors.coherus.com/phoenix.zhtml?c=253655&p=irolpresentations. Coherus has publicly stated that it anticipates “commercial launch mid-second
half of 2017 depending on Supreme Court decision on 180-day notice of commercialization and
other litigation matters.” See May 8, 2017 Press Release, available at
http://investors.coherus.com/phoenix.zhtml?c=253655&p=irol-newsArticle&ID=2270950.
56.

Unless enjoined by this Court, following FDA approval of the Coherus aBLA,

Coherus will infringe one or more claims of the ’707 Patent under 35 U.S.C. § 271(a) by making
the Coherus Pegfilgrastim Product within the United States or having the Coherus Pegfilgrastim
Product made at the direction, under the control, and for the benefit of Coherus within the United
States, before the expiration of the ’707 Patent.
57.

An actual controversy has arisen and now exists between the parties concerning

whether Coherus has infringed or will infringe one or more claims of the ’707 Patent under 35
U.S.C. § 271(a). Coherus has denied infringement of the ’707 Patent in its detailed statement
under 42 U.S.C. § 262(l)(3)(B).
58.

Amgen is entitled to a declaratory judgment that Coherus has infringed or will

infringe one or more claims of the ’707 Patent under 35 U.S.C. § 271(a).
59.

Amgen will be irreparably harmed if Coherus is not enjoined from infringing the

’707 Patent. Amgen does not have an adequate remedy at law and is entitled to injunctive relief
under 35 U.S.C. § 283 prohibiting Coherus from making the Coherus Pegfilgrastim Product
within the United States or having the Coherus Pegfilgrastim Product made at the direction,
under the control, and for the benefit of Coherus before the expiration of the ’707 Patent.
60.

Infringement of the ’707 Patent will cause injury to Amgen, entitling it to

damages or other monetary relief under 35 U.S.C. § 284.
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THIRD COUNT:
DECLARATORY JUDGMENT OF INFRINGEMENT OF
THE ’707 PATENT UNDER 35 U.S.C. § 271(b)
61.

Amgen incorporates by reference paragraphs 1-60 as if fully set forth herein.

62.

Unless enjoined by this Court, following FDA approval of the Coherus aBLA,

Coherus will induce infringement of one or more claims of the ’707 Patent under 35 U.S.C.
§ 271(b) by intentionally encouraging, aiding and abetting KBI’s acts of direct infringement in
manufacturing the Coherus Pegfilgrastim Product, with knowledge of the ’707 Patent, and with
knowledge that its acts are encouraging infringement, before the expiration of the ’707 Patent.
63.

An actual controversy has arisen and now exists between the parties concerning

whether Coherus has induced infringement or will induce infringement of one or more claims of
the ’707 Patent under 35 U.S.C. § 271(b). Coherus has denied infringement of the ’707 Patent in
its detailed statement under 42 U.S.C. § 262(l)(3)(B).
64.

Amgen is entitled to a declaratory judgment that Coherus has induced

infringement or will induce infringement of one or more claims of the ’707 Patent under 35
U.S.C. § 271(b).
65.

Amgen will be irreparably harmed if Coherus is not enjoined from infringing the

’707 Patent. Amgen does not have an adequate remedy at law and is entitled to injunctive relief
under 35 U.S.C. § 283 prohibiting Coherus from inducing infringement of the ’707 Patent by
intentionally encouraging, aiding and abetting KBI to manufacture the Coherus Pegfilgrastim
Product using the patented process before expiration of the ’707 Patent.
66.

Infringement of the ’707 Patent will cause injury to Amgen, entitling it to

damages or other monetary relief under 35 U.S.C. § 284.
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FOURTH COUNT:
DECLARATORY JUDGMENT OF INFRINGEMENT OF
THE ’707 PATENT UNDER 35 U.S.C. § 271(g)
67.

Amgen incorporates by reference paragraphs 1-66 as if fully set forth herein.

68.

Unless enjoined by this Court, following FDA approval of the Coherus aBLA,

Coherus will infringe one or more claims of the ’707 Patent under 35 U.S.C. § 271(g) by offering
to sell, selling, or using within the United States the Coherus Pegfilgrastim Product, which
Coherus and/or KBI makes by a process patented in the ’707 Patent, before the expiration of the
’707 Patent.
69.

An actual controversy has arisen and now exists between the parties concerning

whether Coherus has infringed or will infringe one or more claims of the ’707 Patent under 35
U.S.C. § 271(g). Coherus has denied infringement of the ’707 Patent in its detailed statement
under 42 U.S.C. § 262(l)(3)(B).
70.

Amgen is entitled to a declaratory judgment that Coherus has infringed or will

infringe one or more claims of the ’707 Patent under 35 U.S.C. § 271(g).
71.

Amgen will be irreparably harmed if Coherus is not enjoined from infringing the

’707 Patent. Amgen does not have an adequate remedy at law and is entitled to injunctive relief
under 35 U.S.C. § 283 prohibiting Coherus from offering to sell, selling, or using within the
United States the Coherus Pegfilgrastim Product which Coherus and/or KBI makes by a process
patented in the ’707 Patent, before the expiration of the ’707 Patent.
72.

Infringement of the ’707 Patent will cause injury to Amgen, entitling it to

damages or other monetary relief under 35 U.S.C. § 284.

- 14 -

Case 1:17-cv-00546-LPS-CJB Document 1 Filed 05/10/17 Page 15 of 16 PageID #: 15

PRAYER FOR RELIEF
WHEREFORE, Amgen respectfully requests that this Court enter judgment in its favor
against Coherus and grant the following relief:
A.

A judgment that Coherus has infringed one or more claims of the ’707 Patent

under 35 U.S.C. § 271(e)(2)(C)(i);
B.

A judgment that Coherus has infringed or will infringe one or more claims of the

’707 Patent under 35 U.S.C. § 271(a);
C.

A judgment that Coherus has induced infringement or will induce infringement of

one or more claims of the ’707 Patent under 35 U.S.C. § 271(b);
D.

A judgment that Coherus has infringed or will infringe one or more claims of the

’707 Patent under 35 U.S.C. § 271(g);
E.

A judgment directing Coherus to pay to Amgen damages adequate to compensate

for its infringement of the ‘707 Patent;
F.

An order enjoining Coherus and its officers, employees, agents, representatives,

affiliates, assignees, successors, and affiliates, and all persons acting on behalf of or at the
direction of, or in concert with Coherus, from infringing the ’707 Patent, in accordance with 35
U.S.C. § 271(e)(4)(B) and 35 U.S.C. § 283;
G.

A declaration that this is an exceptional case and awarding to Amgen its

attorneys’ fees and costs pursuant to 35 U.S.C. § 285, and expenses; and
H.

Such other relief as this Court may deem just and proper.
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DEMAND FOR A JURY TRIAL
Amgen hereby demands a jury trial on all issues so triable.

MORRIS, NICHOLS, ARSHT & TUNNELL LLP

/s/ Maryellen Noreika
Jack B. Blumenfeld (#1014)
Maryellen Noreika (#3208)
1201 North Market Street
P.O. Box 1347
Wilmington, DE 19899
(302) 658-9200
jblumenfeld@mnat.com
mnoreika@mnat.com
Attorneys for Amgen Inc. and Amgen
Manufacturing Limited
OF COUNSEL:
Nicholas Groombridge
Jennifer H. Wu
Jennifer Gordon
Peter Sandel
Stephen Maniscalco
PAUL, WEISS, RIFKIND, WHARTON
& GARRISON LLP
1285 Avenue of the Americas
New York, NY 10019
(212) 373-3000
Wendy A. Whiteford
Lois Kwasigroch
Kimberlin Morley
AMGEN INC.
One Amgen Center Drive
Thousand Oaks, CA 91320-1789
(805) 447-1000
May 10, 2017
11042507
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CIVIL COVER SHEET

-6 5HY

7KH-6FLYLOFRYHUVKHHWDQGWKHLQIRUPDWLRQFRQWDLQHGKHUHLQQHLWKHUUHSODFHQRUVXSSOHPHQWWKHILOLQJDQGVHUYLFHRISOHDGLQJVRURWKHUSDSHUVDVUHTXLUHGE\ODZH[FHSWDV
SURYLGHGE\ORFDOUXOHVRIFRXUW7KLVIRUPDSSURYHGE\WKH-XGLFLDO&RQIHUHQFHRIWKH8QLWHG6WDWHVLQ6HSWHPEHULVUHTXLUHGIRUWKHXVHRIWKH&OHUNRI&RXUWIRUWKH
SXUSRVHRILQLWLDWLQJWKHFLYLOGRFNHWVKHHW(SEE INSTRUCTIONS ON NEXT PAGE OF THIS FORM.)

I. (a) PLAINTIFFS

DEFENDANTS

AMGEN INC. and AMGEN MANUFACTURING LIMITED

COHERUS BIOSCIENCES INC.

&RXQW\RI5HVLGHQFHRI)LUVW/LVWHG'HIHQGDQW

(b)&RXQW\RI5HVLGHQFHRI)LUVW/LVWHG3ODLQWLII
(EXCEPT IN U.S. PLAINTIFF CASES)

(IN U.S. PLAINTIFF CASES ONLY)
,1/$1'&21'(01$7,21&$6(686(7+(/2&$7,212)
7+(75$&72)/$1',192/9('

$WWRUQH\V(If Known)
127(

(c)$WWRUQH\V(Firm Name, Address, and Telephone Number)
Maryellen Noreika
302-658-9200
Morris, Nichols, Arsht & Tunnell LLP
1201 North Market Street; P.O. Box 1347; Wilmington, DE 19899

II. BASIS OF JURISDICTION(Place an “X” in One Box Only)
u  86*RYHUQPHQW
3ODLQWLII

u  )HGHUDO4XHVWLRQ
(U.S. Government Not a Party)

u  86*RYHUQPHQW
'HIHQGDQW

u  'LYHUVLW\
(Indicate Citizenship of Parties in Item III)

III. CITIZENSHIP OF PRINCIPAL PARTIES (Place an “X” in One Box for Plaintiff
(For Diversity Cases Only)
PTF
&LWL]HQRI7KLV6WDWH
u 

DEF
u 

and One Box for Defendant)
PTF
DEF
,QFRUSRUDWHGor3ULQFLSDO3ODFH
u 
u 
RI%XVLQHVV,Q7KLV6WDWH

&LWL]HQRI$QRWKHU6WDWH

u 

u 

,QFRUSRUDWHGand3ULQFLSDO3ODFH
RI%XVLQHVV,Q$QRWKHU6WDWH

u 

u 

&LWL]HQRU6XEMHFWRID
)RUHLJQ&RXQWU\

u 

u 

)RUHLJQ1DWLRQ

u 

u 

IV. NATURE OF SUIT(Place an “X” in One Box Only)
CONTRACT

TORTS

u
u
u
u

,QVXUDQFH
0DULQH
0LOOHU$FW
1HJRWLDEOH,QVWUXPHQW
5HFRYHU\RI2YHUSD\PHQW
 (QIRUFHPHQWRI-XGJPHQW
0HGLFDUH$FW
5HFRYHU\RI'HIDXOWHG
6WXGHQW/RDQV
 ([FOXGHV9HWHUDQV
5HFRYHU\RI2YHUSD\PHQW
RI9HWHUDQ¶V%HQHILWV
6WRFNKROGHUV¶6XLWV
2WKHU&RQWUDFW
&RQWUDFW3URGXFW/LDELOLW\
)UDQFKLVH

u
u
u
u
u
u

REAL PROPERTY
/DQG&RQGHPQDWLRQ
)RUHFORVXUH
5HQW/HDVH (MHFWPHQW
7RUWVWR/DQG
7RUW3URGXFW/LDELOLW\
$OO2WKHU5HDO3URSHUW\

u
u
u
u
u
u
u

u

 PERSONAL INJURY
u $LUSODQH
u $LUSODQH3URGXFW
/LDELOLW\
u $VVDXOW/LEHO
6ODQGHU
u )HGHUDO(PSOR\HUV¶
/LDELOLW\
u 0DULQH
u 0DULQH3URGXFW
/LDELOLW\
u 0RWRU9HKLFOH
u 0RWRU9HKLFOH
3URGXFW/LDELOLW\
u 2WKHU3HUVRQDO
,QMXU\
u 3HUVRQDO,QMXU\
0HGLFDO0DOSUDFWLFH
CIVIL RIGHTS
u 2WKHU&LYLO5LJKWV
u 9RWLQJ
u (PSOR\PHQW
u +RXVLQJ
$FFRPPRGDWLRQV
u $PHUZ'LVDELOLWLHV
(PSOR\PHQW
u $PHUZ'LVDELOLWLHV
2WKHU
u (GXFDWLRQ

FORFEITURE/PENALTY

PERSONAL INJURY
u 3HUVRQDO,QMXU\
3URGXFW/LDELOLW\
u +HDOWK&DUH
3KDUPDFHXWLFDO
3HUVRQDO,QMXU\
3URGXFW/LDELOLW\
u $VEHVWRV3HUVRQDO
,QMXU\3URGXFW
/LDELOLW\
 PERSONAL PROPERTY
u 2WKHU)UDXG
u 7UXWKLQ/HQGLQJ
u 2WKHU3HUVRQDO
3URSHUW\'DPDJH
u 3URSHUW\'DPDJH
3URGXFW/LDELOLW\
PRISONER PETITIONS
Habeas Corpus:
u $OLHQ'HWDLQHH
u 0RWLRQVWR9DFDWH
6HQWHQFH
u *HQHUDO
u 'HDWK3HQDOW\
Other:
u 0DQGDPXV 2WKHU
u &LYLO5LJKWV
u 3ULVRQ&RQGLWLRQ
u &LYLO'HWDLQHH
&RQGLWLRQVRI
&RQILQHPHQW

u 'UXJ5HODWHG6HL]XUH
RI3URSHUW\86&
u 2WKHU

BANKRUPTCY
u $SSHDO86&
u :LWKGUDZDO
86&
PROPERTY RIGHTS
u &RS\ULJKWV
u 3DWHQW
u 7UDGHPDUN

u
u
u
u
u
u

LABOR
)DLU/DERU6WDQGDUGV
$FW
/DERU0DQDJHPHQW
5HODWLRQV
5DLOZD\/DERU$FW
)DPLO\DQG0HGLFDO
/HDYH$FW
2WKHU/DERU/LWLJDWLRQ
(PSOR\HH5HWLUHPHQW
,QFRPH6HFXULW\$FW

u
u
u
u
u

SOCIAL SECURITY
+,$ II
%ODFN/XQJ 
',:&',::  J
66,'7LWOH;9,
56,  J

FEDERAL TAX SUITS
u 7D[HV 863ODLQWLII
RU'HIHQGDQW
u ,56²7KLUG3DUW\
86&

OTHER STATUTES
u
u
u
u
u
u
u
u
u
u
u
u
u
u
u
u

u

)DOVH&ODLPV$FW
6WDWH5HDSSRUWLRQPHQW
$QWLWUXVW
%DQNVDQG%DQNLQJ
&RPPHUFH
'HSRUWDWLRQ
5DFNHWHHU,QIOXHQFHGDQG
&RUUXSW2UJDQL]DWLRQV
&RQVXPHU&UHGLW
&DEOH6DW79
6HFXULWLHV&RPPRGLWLHV
([FKDQJH
2WKHU6WDWXWRU\$FWLRQV
$JULFXOWXUDO$FWV
(QYLURQPHQWDO0DWWHUV
)UHHGRPRI,QIRUPDWLRQ
$FW
$UELWUDWLRQ
$GPLQLVWUDWLYH3URFHGXUH
$FW5HYLHZRU$SSHDORI
$JHQF\'HFLVLRQ
&RQVWLWXWLRQDOLW\RI
6WDWH6WDWXWHV

IMMIGRATION
u 1DWXUDOL]DWLRQ$SSOLFDWLRQ
u 2WKHU,PPLJUDWLRQ
$FWLRQV

V. ORIGIN(Place an “X” in One Box Only)
u  2ULJLQDO
3URFHHGLQJ

u  5HPRYHGIURP
6WDWH&RXUW

u 

5HPDQGHGIURP
$SSHOODWH&RXUW

u  5HLQVWDWHGRU
5HRSHQHG

u  7UDQVIHUUHGIURP
$QRWKHU'LVWULFW

u  0XOWLGLVWULFW
/LWLJDWLRQ

(specify)

VI. CAUSE OF ACTION

&LWHWKH86&LYLO6WDWXWHXQGHUZKLFK\RXDUHILOLQJ(Do not cite jurisdictional statutes unless diversity)
35 U.S.C. § 271
%ULHIGHVFULSWLRQRIFDXVH

Patent Infringement

u &+(&.,)7+,6,6$CLASS ACTION
VII. REQUESTED IN
81'(558/()5&Y3
COMPLAINT:
VIII. RELATED CASE(S)
(See instructions):
IF ANY
-8'*(
'$7(

&+(&.<(6RQO\LIGHPDQGHGLQFRPSODLQW
u <HV
u 1R
JURY DEMAND:

DEMAND $

'2&.(7180%(5

6,*1$785(2)$77251(<2)5(&25'

/s/ Maryellen Noreika

05/10/2017
FOR OFFICE USE ONLY
5(&(,37

$02817

$33/<,1*,)3

-8'*(

0$*-8'*(
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INSTRUCTIONS FOR ATTORNEYS COMPLETING CIVIL COVER SHEET FORM JS 44
$XWKRULW\)RU&LYLO&RYHU6KHHW
7KH-6FLYLOFRYHUVKHHWDQGWKHLQIRUPDWLRQFRQWDLQHGKHUHLQQHLWKHUUHSODFHVQRUVXSSOHPHQWVWKHILOLQJVDQGVHUYLFHRISOHDGLQJRURWKHUSDSHUVDV
UHTXLUHGE\ODZH[FHSWDVSURYLGHGE\ORFDOUXOHVRIFRXUW7KLVIRUPDSSURYHGE\WKH-XGLFLDO&RQIHUHQFHRIWKH8QLWHG6WDWHVLQ6HSWHPEHULV
UHTXLUHGIRUWKHXVHRIWKH&OHUNRI&RXUWIRUWKHSXUSRVHRILQLWLDWLQJWKHFLYLOGRFNHWVKHHW&RQVHTXHQWO\DFLYLOFRYHUVKHHWLVVXEPLWWHGWRWKH&OHUNRI
&RXUWIRUHDFKFLYLOFRPSODLQWILOHG7KHDWWRUQH\ILOLQJDFDVHVKRXOGFRPSOHWHWKHIRUPDVIROORZV
I.(a)

(b)

(c)

Plaintiffs-Defendants.(QWHUQDPHV ODVWILUVWPLGGOHLQLWLDO RISODLQWLIIDQGGHIHQGDQW,IWKHSODLQWLIIRUGHIHQGDQWLVDJRYHUQPHQWDJHQF\XVH
RQO\WKHIXOOQDPHRUVWDQGDUGDEEUHYLDWLRQV,IWKHSODLQWLIIRUGHIHQGDQWLVDQRIILFLDOZLWKLQDJRYHUQPHQWDJHQF\LGHQWLI\ILUVWWKHDJHQF\DQG
WKHQWKHRIILFLDOJLYLQJERWKQDPHDQGWLWOH
County of Residence.)RUHDFKFLYLOFDVHILOHGH[FHSW86SODLQWLIIFDVHVHQWHUWKHQDPHRIWKHFRXQW\ZKHUHWKHILUVWOLVWHGSODLQWLIIUHVLGHVDWWKH
WLPHRIILOLQJ,Q86SODLQWLIIFDVHVHQWHUWKHQDPHRIWKHFRXQW\LQZKLFKWKHILUVWOLVWHGGHIHQGDQWUHVLGHVDWWKHWLPHRIILOLQJ 127(,QODQG
FRQGHPQDWLRQFDVHVWKHFRXQW\RIUHVLGHQFHRIWKHGHIHQGDQWLVWKHORFDWLRQRIWKHWUDFWRIODQGLQYROYHG
Attorneys.(QWHUWKHILUPQDPHDGGUHVVWHOHSKRQHQXPEHUDQGDWWRUQH\RIUHFRUG,IWKHUHDUHVHYHUDODWWRUQH\VOLVWWKHPRQDQDWWDFKPHQWQRWLQJ
LQWKLVVHFWLRQ VHHDWWDFKPHQW 

II.

Jurisdiction.7KHEDVLVRIMXULVGLFWLRQLVVHWIRUWKXQGHU5XOH D )5&Y3ZKLFKUHTXLUHVWKDWMXULVGLFWLRQVEHVKRZQLQSOHDGLQJV3ODFHDQ;
LQRQHRIWKHER[HV,IWKHUHLVPRUHWKDQRQHEDVLVRIMXULVGLFWLRQSUHFHGHQFHLVJLYHQLQWKHRUGHUVKRZQEHORZ
8QLWHG6WDWHVSODLQWLII  -XULVGLFWLRQEDVHGRQ86&DQG6XLWVE\DJHQFLHVDQGRIILFHUVRIWKH8QLWHG6WDWHVDUHLQFOXGHGKHUH
8QLWHG6WDWHVGHIHQGDQW  :KHQWKHSODLQWLIILVVXLQJWKH8QLWHG6WDWHVLWVRIILFHUVRUDJHQFLHVSODFHDQ;LQWKLVER[
)HGHUDOTXHVWLRQ  7KLVUHIHUVWRVXLWVXQGHU86&ZKHUHMXULVGLFWLRQDULVHVXQGHUWKH&RQVWLWXWLRQRIWKH8QLWHG6WDWHVDQDPHQGPHQW
WRWKH&RQVWLWXWLRQDQDFWRI&RQJUHVVRUDWUHDW\RIWKH8QLWHG6WDWHV,QFDVHVZKHUHWKH86LVDSDUW\WKH86SODLQWLIIRUGHIHQGDQWFRGHWDNHV
SUHFHGHQFHDQGER[RUVKRXOGEHPDUNHG
'LYHUVLW\RIFLWL]HQVKLS  7KLVUHIHUVWRVXLWVXQGHU86&ZKHUHSDUWLHVDUHFLWL]HQVRIGLIIHUHQWVWDWHV:KHQ%R[LVFKHFNHGWKH
FLWL]HQVKLSRIWKHGLIIHUHQWSDUWLHVPXVWEHFKHFNHG. 6HH6HFWLRQ,,,EHORZ; NOTE: federal question actions take precedence over diversity
cases.

III.

Residence (citizenship) of Principal Parties.7KLVVHFWLRQRIWKH-6LVWREHFRPSOHWHGLIGLYHUVLW\RIFLWL]HQVKLSZDVLQGLFDWHGDERYH0DUNWKLV
VHFWLRQIRUHDFKSULQFLSDOSDUW\

IV.

Nature of Suit.3ODFHDQ;LQWKHDSSURSULDWHER[,IWKHQDWXUHRIVXLWFDQQRWEHGHWHUPLQHGEHVXUHWKHFDXVHRIDFWLRQLQ6HFWLRQ9,EHORZLV
VXIILFLHQWWRHQDEOHWKHGHSXW\FOHUNRUWKHVWDWLVWLFDOFOHUN V LQWKH$GPLQLVWUDWLYH2IILFHWRGHWHUPLQHWKHQDWXUHRIVXLW,IWKHFDXVHILWVPRUHWKDQ
RQHQDWXUHRIVXLWVHOHFWWKHPRVWGHILQLWLYH

V.

Origin.3ODFHDQ;LQRQHRIWKHVL[ER[HV
2ULJLQDO3URFHHGLQJV  &DVHVZKLFKRULJLQDWHLQWKH8QLWHG6WDWHVGLVWULFWFRXUWV
5HPRYHGIURP6WDWH&RXUW  3URFHHGLQJVLQLWLDWHGLQVWDWHFRXUWVPD\EHUHPRYHGWRWKHGLVWULFWFRXUWVXQGHU7LWOH86&6HFWLRQ
:KHQWKHSHWLWLRQIRUUHPRYDOLVJUDQWHGFKHFNWKLVER[
5HPDQGHGIURP$SSHOODWH&RXUW  &KHFNWKLVER[IRUFDVHVUHPDQGHGWRWKHGLVWULFWFRXUWIRUIXUWKHUDFWLRQ8VHWKHGDWHRIUHPDQGDVWKHILOLQJ
GDWH
5HLQVWDWHGRU5HRSHQHG  &KHFNWKLVER[IRUFDVHVUHLQVWDWHGRUUHRSHQHGLQWKHGLVWULFWFRXUW8VHWKHUHRSHQLQJGDWHDVWKHILOLQJGDWH
7UDQVIHUUHGIURP$QRWKHU'LVWULFW  )RUFDVHVWUDQVIHUUHGXQGHU7LWOH86&6HFWLRQ D 'RQRWXVHWKLVIRUZLWKLQGLVWULFWWUDQVIHUVRU
PXOWLGLVWULFWOLWLJDWLRQWUDQVIHUV
0XOWLGLVWULFW/LWLJDWLRQ  &KHFNWKLVER[ZKHQDPXOWLGLVWULFWFDVHLVWUDQVIHUUHGLQWRWKHGLVWULFWXQGHUDXWKRULW\RI7LWOH86&6HFWLRQ
:KHQWKLVER[LVFKHFNHGGRQRWFKHFN  DERYH

VI.

Cause of Action.5HSRUWWKHFLYLOVWDWXWHGLUHFWO\UHODWHGWRWKHFDXVHRIDFWLRQDQGJLYHDEULHIGHVFULSWLRQRIWKHFDXVHDo not cite jurisdictional
statutes unless diversity. ([DPSOH86&LYLO6WDWXWH86&%ULHI'HVFULSWLRQ8QDXWKRUL]HGUHFHSWLRQRIFDEOHVHUYLFH

VII.

Requested in Complaint.&ODVV$FWLRQ3ODFHDQ;LQWKLVER[LI\RXDUHILOLQJDFODVVDFWLRQXQGHU5XOH)5&Y3
'HPDQG,QWKLVVSDFHHQWHUWKHDFWXDOGROODUDPRXQWEHLQJGHPDQGHGRULQGLFDWHRWKHUGHPDQGVXFKDVDSUHOLPLQDU\LQMXQFWLRQ
-XU\'HPDQG&KHFNWKHDSSURSULDWHER[WRLQGLFDWHZKHWKHURUQRWDMXU\LVEHLQJGHPDQGHG

VIII. Related Cases.7KLVVHFWLRQRIWKH-6LVXVHGWRUHIHUHQFHUHODWHGSHQGLQJFDVHVLIDQ\,IWKHUHDUHUHODWHGSHQGLQJFDVHVLQVHUWWKHGRFNHW
QXPEHUVDQGWKHFRUUHVSRQGLQJMXGJHQDPHVIRUVXFKFDVHV
Date and Attorney Signature.'DWHDQGVLJQWKHFLYLOFRYHUVKHHW

