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COMPLAINT

Plaintiffs Takeda Pharmaceuticals U.S.A., Inc. (“TPUSA”) and Takeda Pharmaceuticals
International AG (“TPIZ”) (together, “Takeda”), by and through their undersigned attorneys,
hereby file their Complaint against Defendant Alvotech hf. (“Alvotech”) and allege as follows:

INTRODUCTION

1. For more than a decade, Takeda has devoted extraordinary scientific, clinical, and
financial resources to developing ENTYVIO®, a groundbreaking biologic with a novel dosing
regimen that transformed the treatment of inflammatory bowel disease (“IBD”). ENTYVIO®’s
active ingredient is vedolizumab, a humanized IgG: monoclonal antibody that binds to the human

a4pB7 integrin. After years of research and clinical trials, ENTYVIO® was ultimately approved for



patients suffering from two distinct diseases, moderately to severely active Crohn’s disease (CD)
and moderately to severely active ulcerative colitis (UC), and is available in both intravenous and
subcutaneous dosage forms.

2. CD and UC are chronic autoimmune diseases characterised by alternating periods
of active inflammation and remission. Although both are forms of IBD, they are distinct diseases
with different anatomical distributions, histopathology, immunopathology, and genetic
backgrounds. Both are difficult to treat and can severely impair patients’ quality of life. Symptoms
include diarrhea, abdominal pain, bloody stools, and vomiting.

3. UC differs from CD in both the location and depth of inflammation. UC primarily
affects the large intestine (colon) and rectum, and the inflammation is generally confined to the
intestinal mucosa and the layer immediately beneath it, rather than extending through the intestinal
wall as it can in CD. Surgical removal of the colon and rectum can cure UC, but at the cost of a
highly invasive procedure with significant, life-altering physical and psychological consequences.

4. ENTYVIO® represents a significant therapeutic advance over prior treatment
options. Unlike conventional therapies that broadly suppress the immune system, ENTYVIO® is
the only approved biologic for UC and CD that selectively targets the a4p7 integrin pathway,
directing its activity to the gastrointestinal tract. By preventing certain inflammation-inducing
lymphocytes from entering the intestinal wall, ENTYVIO® reduces the gut inflammation
characteristic of UC and CD. This gut-selective mechanism provides effective long-term treatment
while avoiding the systemic immunosuppressive effects associated with many alternative
therapies. ENTYVIO® also employs an innovative multi-phase dosing regimen that reduces the
development of anti-drug antibodies, helping to maintain efficacy while decreasing the risk of

infusion-related adverse events. These advantages have made ENTYVIO® a mainstay of IBD



treatment, particularly for patients who have failed or cannot tolerate other therapies and those at
heighted risk of serious infections and malignancies.

5. Takeda’s sustained investment to develop ENTYVIO® and its dosing regimen
resulted in one of the most important therapeutic advances in gastroenterology. In approving
ENTYVIO® in 2014, the Food and Drug Administration (“FDA”) and European Medicines
Agency (“EMA”) each recognized the substantial unmet medical need facing patients with UC
and CD who did not respond to, lost response to, or could not tolerate existing therapies, as well
as the significant toxicities associated with chronic systemic immunosuppression. The FDA stated:
“[c]urrent treatment options do not adequately address medical needs in the subset of UC and CD
patients who fail other therapies” and “[ENTYVIO®] has robust efficacy.” The EMA likewise
concluded: “[ENTYVIO®] is a gut-selective anti-inflammatory agent that was developed to help
fulfill this important unmet medical need.”

6. ENTYVIO® has since become a cornerstone therapy for IBD patients worldwide.
More than 80 countries have granted ENTYVIO® market authorization, resulting in more than
1.9 million patient years of exposure. This success reflects decades of scientific innovation and
substantial investment, protected by a robust portfolio of United States patents covering the
pioneering inventions that made this breakthrough therapy possible.

7. Alvotech now seeks to capitalize on Takeda’s innovation by marketing AVT16, a
biosimilar version of ENTYVIO® that infringes Takeda’s patents. On August 5, 2020, Alvotech
entered into a license and development agreement with Teva Pharmaceuticals International GmbH
(“Teva Switzerland”), wherein Alvotech agreed to develop and manufacture AVT16, amongst
other proposed biosimilars. See generally Ex. 12. Under the terms of the agreement, Alvotech

was the holder of the commercialization and distribution rights for AVT16 in the United States.



Also on August 5, 2020, Alvotech and Teva Switzerland entered into a product supply agreement,
wherein Alvotech would be the exclusive manufacturer and supplier of AVT16 in the United States
for Teva Switzerland and its affiliates.

8. On June 8, 2026, Alvotech announced the FDA’s acceptance of an abbreviated
biologics license application (“aBLA”) for AVT16, which it described as a proposed
interchangeable biosimilar to ENTYVIO®. Ex. 12. In its press release, Alvotech confirmed it
would remain “responsible for development and manufacturing of AVT16,” while Teva
Switzerland and its affiliates would remain “responsible for commercialization.” Id.

Q. On June 15, 2026, counsel for Alvotech USA, Inc. (“Alvotech USA”) notified
Takeda USA that Alvotech USA had submitted, and FDA had accepted for review, aBLA No.
761544 seeking approval for vedolizumab injection for intravenous use in 300 mg single use vials
as an interchangeable biosimilar to ENTYVIO® (“aBLA Product™). Although the letter purported
to provide confidential access to the Alvotech aBLA pursuant to 42 U.S.C. 8 262(I)(1), Alvotech
withheld password information, and conditioned providing the password on the acceptance and
execution of an Offer of Confidential Access and Confidentiality Agreement (“OCA?”), the terms
of which imposed obligations beyond those required by 42 U.S.C. §262(1)(1). Thus, Alvotech did
not provide a copy of its aBLA to Takeda as required by 42 U.S.C. § 262(1)(2). To date, Takeda
has not yet received access to Alvotech’s aBLA or manufacturing information.

10. As a biosimilar, the AVT16 product described in Alvotech’s aBLA is designed to
be highly similar in its physical and biological characteristics to ENTYVIO® such that the aBLA
Product may be automatically substituted for ENTYVIO® in the market. By submitting its aBLA,
Alvotech has committed an act of infringement under the Biologics Price Competition and

Innovation Act of 2009 (“BPCIA”), 42 U.S.C. §262(l), and, unless enjoined, Alvotech’s



manufacture, use, offer for sale, sale, and importation of its biosimilar product will further infringe
Takeda’s patent rights.

11. This action concerns six United States patents that protect Takeda’s innovations
relating to ENTYVIO®: U.S. Patent Nos. 9,663,579; 10,004,808; 12,053,526; 12,171,832;
12,544,445; and 12,622,969 (“Asserted Patents”). Takeda brings this action to enforce those
patents, obtain a declaration that Alvotech has infringed and will infringe the Asserted Patents, and
enjoin Alvotech from infringing at least the Asserted Patents before the expiration of Takeda’s
lawful patent rights.

NATURE OF THE ACTION

12. This is an action for patent infringement under the patent laws of the United States,
35 U.S.C. 881, et seq., including 35 U.S.C. § 271(b)-(c) & (e); the BPCIA, 42 U.S.C. § 262 et
seq., and the Declaratory Judgment Act, 28 U.S.C. 8§ 2201-2202.

13. This action arises out of Alvotech’s submission of its aBLA to FDA seeking
approval to commercially manufacture, use, offer for sale, sell, and/or import a biosimilar version
of ENTYVIO® before the expiration of one or more patents that claims ENTYVIO® or methods
of using ENTYVIO® or could have been identified pursuant to 42 U.S.C. § 262(1)(3)(A)(i),
including the Asserted Patents. This action also arises from Alvotech unreasonably conditioning
confidential access to its aBLA on terms that exceed the requirements of 42 U.S.C. § 262(1)(1),
thereby effectively refusing to provide the aBLA to Takeda.

PARTIES
14. TPUSA is a Delaware corporation with a principal place of business at 500 Kendall

Street, Cambridge, MA 02142.



15. TPIZ is a Swiss corporation with a principal place of business at Thurgauerstrasse
130, 8152 Glattpark-Opfikon, Zurich, Switzerland.

16. On information and belief, Alvotech hf. is an Iceland corporation with a principal
place of business at Saemundargotu 15-19, 101, Reykjavik, Iceland.

JURISDICTION AND VENUE

17. This Court has subject matter jurisdiction over this action under 28 U.S.C. 8§ 1331
and 1338(a) because it arises under the patent laws of the United States, including 35 U.S.C.
88 271(b), (c), and (e), the BPCIA, 42 U.S.C. §262(l), and the Declaratory Judgment Act,
28 U.S.C. 8§ 2201-2202.

18. This Court has personal jurisdiction over Alvotech under Federal Rule of Civil
Procedure 4(k)(1)(a) because Alvotech has availed itself of the rights and benefits of United States
law, including the law of this district, such that it should reasonably anticipate being sued in this
Court. Exercising jurisdiction is consistent with due process, see, e.g., Regeneron Pharms., Inc. v.
Mylan Pharms. Inc., 127 F.4th 896, 907-910 (Fed. Cir. 2025), and comports with New Jersey’s
long-arm statute, which “allow[s] out-of-state service to the uttermost limits permitted by the
United States Constitution.” D.T. v. Archdiocese of Philadelphia, 260 N.J. 27, 41-42 (N.J. 2025)
(quotation omitted); N.J. Ct. R. R. 4:4-4. On information and belief, Alvotech directs sales of
biosimilar products, including SIMLANDI and SELARSDI, into New Jersey via its partnership
with Teva Switzerland.

19. Alvotech seeks FDA approval of the aBLA Product, confirming its intent to engage
in marketing the aBLA Product throughout the United States (including this judicial district). For

example, Alvotech’s License and Development Agreement, Supply Agreement, and Settlement



Agreement, Release, and Amendment to the License and Development Agreement do not exclude
any states (such as New Jersey), from the commercialization of Alvotech’s aBLA Product.

20. On information and belief, upon FDA approval, Alvotech intends to market,
distribute, import, offer for sale, and/or sell the aBLA Product in the United States, including in
this judicial district, in concert with its commercialization partner, Teva Switzerland, and will
derive substantial revenue from such activities. For example, under the Product Supply
Agreement, Teva Switzerland agreed to pay Alvotech’s cost of goods sold for each unit of the
Alvotech aBLA Product plus an additional percentage.

21. On information and belief, Alvotech will be significantly involved in marketing the
aBLA Product in the United States, including in this judicial district. On information and belief,
Alvotech will be responsible for the commercial manufacture of the aBLA Product and will
coordinate with Teva Switzerland regarding the marketing and distribution of the aBLA Product
throughout the United States.

22. On information and belief, Alvotech will retain significant involvement in
commercializing the aBLA Product in the United States—for example, leading the development
and manufacture of aBLA Product for distribution in this judicial district and participating in a
Joint Committee with Teva Switzerland to facilitate launch, commercialization and marketing
strategies and activities relating to the aBLA Product.

23. On information and belief, Teva Switzerland directly and/or through one or more
of its affiliates, agents, and/or alter egos has an extensive network of facilities, wholesalers, and
distributors in this judicial district. On information and belief, Alvotech intends to take advantage

of Teva Switzerland’s affiliate, Teva Pharmaceuticals USA, Inc., headquartered in this judicial



district, and its established channels of distribution in New Jersey for the sale of the aBLA Product.
See Ex. 12.

24. In the alternative, on information and belief, this Court has personal jurisdiction
over Alvotech under Federal Rule of Civil Procedure 4(k)(2) because Alvotech is not subject to
jurisdiction in any other state’s courts of general jurisdiction, and exercising jurisdiction is
consistent with the United States Constitution and laws.

25. Venue is proper in this judicial district as to Alvotech pursuant to 28 U.S.C. 8§ 1391
and 1400(b) because Alvotech is a foreign entity and is thus subject to suit in any judicial district
in the United States (including New Jersey). Further, on information and belief, Alvotech has
regularly and systematically transacted business in New Jersey and will commit acts of patent
infringement in New Jersey through its intended launch of the aBLA Product.

ENTYVIO®

26. ENTYVIO® is a biologic medicine with the active ingredient vedolizumab, a
humanized monoclonal 1gG; antibody that specifically binds to human 0437 integrin.

217. In the late 1990s, Millennium Pharmaceuticals, Inc. (“Millennium”) began to
develop vedolizumab to treat UC and CD. Early Phase | and Phase Il studies demonstrated that
selectively blocking the a4p7 integrin could induce clinical remission in patients with UC and CD
while avoiding the broader immunosuppression associated with many existing therapies.

28. Millennium discovered that the original vedolizumab formulation produced
relatively high rates of human anti-human antibodies (“HAHA”), also known as anti-drug
antibodies, reducing the drug’s efficacy in some patients. After extensive research and
experimentation, Millennium discovered this problem could be solved by an innovative dosing

regimen that dramatically reduced immunogenicity—from approximately 40% of patients in early



clinical studies to about 4% in the Phase 11 trials. That innovative dosing regimen became part of
the approved commercial ENTYVIO® product.

29. In 2008, Takeda Pharmaceutical Co. Ltd. acquired Millennium, making
vedolizumab a central component of Takeda’s gastrointestinal portfolio. Takeda completed the
pivotal GEMINI Phase Il clinical trials, which demonstrated that vedolizumab induced and
maintained remission in patients with moderate-to-severe UC and CD, including many who had
failed prior therapies.

30. FDA first approved ENTYVIO® in May 2014 for the treatment of adults with
moderately to severely active UC and moderately to severely active CD via intravenous
administration (IV), BLA No. 125476. Ex. 7. TPUSA holds BLA No. 125476.

31. In April 2024, FDA expanded ENTYVI0®’s approval, approving it for delivery via
subcutaneous injection as well. Vedolizumab for subcutaneous injection and pre-filled syringe
autoinjector is the subject of BLA No. 761133, which TPUSA also holds. TPUSA holds the
exclusive rights to commercialize ENTYVIO® in the United States.

32. ENTYVIO® differs from earlier biologics because it selectively blocks the a4p7
integrin, preventing inflammatory lymphocytes from trafficking into the gastrointestinal tract
while largely preserving immune function elsewhere in the body. Unlike the biologic natalizumab,
which blocks multiple a4 integrins and other systemic immunosuppressants which are associated
with progressive multifocal leukoencephalopathy (PML), a rare and often fatal opportunistic
infection of the central nervous system, ENTYVIO®’s gut-selective mechanism provides an
improved safety profile and is the first approved gut-selective biologic for IBD.

33. Since its approval, long term studies and real-world use have reinforced

ENTYVIO®’s safety and efficacy, and ENTYVIO® has become one of the world’s leading



therapies for UC and CD. It is now Takeda’s largest-selling product and the cornerstone of its
gastrointestinal franchise, reflecting decades of scientific innovation, extensive clinical
development, and significant investment. The approved recommended intravenous dosage for

ENTYVIO® in the United States is:

Recommended Dosage (2.2)

e Week 0: 300 mg infused intravenously over approximately
30 minutes.

o Week 2: 300 mg infused intravenously over approximately
30 minutes.

o Week 6: Patients may remain on ENTYVIO intravenous therapy or
switch to subcutaneous injection after receiving two ENTYVIO
intravenous doses administered at Week 0 and Week 2.

o Intravenous Infusion: 300 mg infused over approximately
30 minutes and then every eight weeks thereafter.

o Subcutaneous Injection: 108 mg subcutaneously once every
two weeks.

e Discontinue ENTYVIO in patients who do not show evidence of
therapeutic benefit by Week 14.

« Patients currently receiving and responding to ENTYVIO
intravenous therapy after Week 6 may also be switched to
subcutaneous injection. Administer the first subcutaneous dose in
place of the next scheduled intravenous infusion and every two
weeks thereafter.

See Ex. 7 at § 2.2.
AVT16: ALVOTECH’S BIOSIMILAR PRODUCT

34. On information and belief, Alvotech’s efforts to copy ENTYVIO® began as early
as 2020.

35. In the August 5, 2020 license and development agreement with Teva Switzerland,
Alvotech represented it was the holder of the commercialization and distribution rights for AVT16
in the United States. Under the agreement, Alvotech granted to Teva Switzerland exclusive rights
related to, inter alia, the commercialization of the aBLA Product. In exchange, on information
and belief, Teva Switzerland agreed to pay Alvotech a license fee of $65 million. In addition, on
information and belief, Teva Switzerland agreed to pay Alvotech milestone payments tied to

certain milestone events for the aBLA Product.
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36. Pursuant to the August 5, 2020 Product Supply Agreement between Alvotech and
Teva Switzerland, Alvotech will manufacture, package, and export AVT16 into the United States
exclusively for Teva Switzerland or its affiliates to purchase, sell, or market in the United States.
Under the Product Supply Agreement, Teva Switzerland agreed to pay Alvotech’s cost of goods
sold for each unit of the aBLA Product plus an additional percentage.

37. On or about May 29, 2024, Alvotech via its wholly-owned subsidiary Alvotech
Swiss AG (“Alvotech Swiss”) initiated an open-label, single-arm, Phase I clinical trial “in healthy
adult subjects to evaluate the safety and tolerability of AVT16 after administration of a single
intravenous administration.” EXx. 8. This trial was designed to measure the incidence, nature and
severity of treatment emergent adverse events, and secondarily the frequency of anti-drug
antibodies. Id. at 4-5. This trial concluded on or about November 6, 2024. 1d. at 2.

38. In September 2024, Alvotech announced the initiation of a confirmatory patient
study for its AVT16 biosimilar candidate. Ex. 10. Alvotech stated that the objective of this study
was to “demonstrate comparative efficacy, safety, and immunogenicity of AVT16 and Entyvio, in
male and female participants 18-80 years old with moderate to severe active Ulcerative Colitis.”
Id. This Phase Il clinical trial was designed as a “randomised, parallel-group, double-blind, 2 arm
study of the comparative efficacy, safety and immunogenicity of AVT16 and Entyvio in male and
female subjects with moderate to severe active ulcerative colitis.” Ex. 9 at 1. The clinical trial
administered 300 mg of either AVT16 or ENTYVIO® at weeks 0, 2, 6, 14, 22, 30, 38, and 46. Id.
at 9. The study was terminated in or about November 25, 2025 “based on Sponsor decision”
related to the study not being required for product dossier submission. Id. at 1.

39. On or about February 5, 2026, Alvotech announced “positive top-line results from

a pharmacokinetic (PK) study for AVT80, a biosimilar candidate to Entyvio® (vedolizumab)”
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administered subcutaneously. Ex. 11. Alvotech stated the study “satisfies the demonstration of
PK similarity for both the subcutaneous and intravenous routes of administration” to ENTYVIO®
and “is considered pivotal to support the demonstration of clinical similarity for AVT16 and
AVTS80.” Id.

ALVOTECH’S aBLA NO. 761544

40. Alvotech USA submitted aBLA No. 761544 to FDA before June 8, 2026, seeking
approval for the commercial manufacture, use, offer for sale, sale, and/or importation of the aBLA
Product, AVT16, as an interchangeable biosimilar to ENTYVIO®. Ex. 12.

41. To be marketed as an interchangeable biosimilar to ENTYVIO® under 42 U.S.C.
§§ 262(i) and (k), the aBLA Product must be highly similar to ENTYVIO® with only minor
differences in clinically inactive components, with no clinically meaningful difference to
ENTYVIO®in terms of safety, purity, and potency, and further can be expected to produce the
same clinical result as ENTYVIO® in any given patient. Vedolizumab is the active ingredient in
ENTYVIO®. Accordingly, the aBLA Product must contain an antibody identical or highly similar
in amino acid sequence and also other characteristics to the active ingredient in ENTYVIO®.

42. Under 42 U.S.C. § 262(k)(2)(A)(i), the active ingredient in the aBLA Product must
use the same mechanism or mechanisms of action for the condition or conditions of use as the
reference product, ENTYVIO®. On information and belief, the active ingredient in the aBLA
Product is an antibody that has binding specificity for human 047 integrin and having an amino
acid sequence identical to vedolizumab.

43. Under 42 U.S.C. § 262(k)(2)(A)(i), the aBLA Product must be prescribed,
recommended, or suggested for the condition or conditions previously approved for the reference

product, ENTYVIO®, and have the same route of administration, dosage form, and strength as the
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reference product, ENTYVIO®. If approved as an interchangeable biosimilar, the aBLA Product
is expected to produce the same clinical result as the reference product in any given patient.
42 U.S.C. § 262(K)(4)(A).

44, FDA has approved ENTYVIO® for treatment of moderately to severely active UC
and moderately to severely active CD, with recommended intravenous dosing comprising: (1) 300
mg infused intravenously in week 0; (2) 300 mg infused intravenously in week 2; (3) 300 mg
infused intravenously in week 6; followed by (4) 300 mg infused intravenously every eight weeks
thereafter. Ex. 7 at § 2.2. On information and belief, Alvotech’s aBLA seeks approval for the same
indications and dosing.

45, Alvotech’s aBLA submission constitutes an act of infringement under the BPCIA
and the Patent Act. See 42 U.S.C. § 262(1)(9)(C) and 35 U.S.C. 8 271(e)(2)(C).

46. Alvotech has effectively refused to provide a copy of its aBLA and information
under 42 U.S.C. 8 262(1)(2)(A). Accordingly, the BPCIA authorizes Takeda to bring an action
under 24 U.S.C. § 2201 for a declaration of infringement, validity, or enforceability of any patent
that claims the biological product or a use of the biological product. 42 U.S.C. § 262(1)(9)(C); 35
U.S.C. 8 271(e)(2)(C)(i).

ALVOTECH ISASUBMITTER OF THE ALVOTECH aBLA

47. Alvotech’s active involvement in the filing of the aBLA covering the aBLA Product
and substantial financial benefit from any approval of said aBLA, as dictated by Alvotech’s license
and development agreement and supply agreement with Teva Switzerland, makes Alvotech a

submitter of the aBLA.
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48. On information and belief, Alvotech USA is the wholly owned direct subsidiary of
Alvotech. On information and belief, Alvotech USA has little to no research, development,
manufacturing, sales, marketing, or distribution capabilities.

49. Prior to the submission of its aBLA, Alvotech contracted with Teva Switzerland to
have Alvotech USA submit the aBLA for AVT16. On information and belief, Alvotech actively
participated in the preparation, creation, and/or assembly of documentation in support of its aBLA.
On information and belief, Alvotech led the research and development supporting its aBLA, and
Alvotech USA had only a minor role, if any, in such activities. On information and belief, Alvotech
developed the manufacturing process and manufactured the batches of AVT16 for its aBLA. On
information and belief, Alvotech USA is merely acting as Alvotech’s regulatory agent for
Alvotech’s aBLA and is acting at the direction of Alvotech. On information and belief, Alvotech
was and will be directly involved in communicating with FDA concerning its aBLA and the aBLA
Product. On information and belief, Alvotech intends to directly benefit from the sale of the aBLA
Product.

50. On information and belief, Alvotech created and prepared, and/or caused to be
created and prepared, the information in the aBLA. Alvotech Swiss, a wholly owned subsidiary
of Alvotech, sponsored clinical trials of the aBLA Product, and on information and belief, Alvotech
absorbed expenses related to the AVT16 clinical phase program expenses. On information and
belief, Alvotech received payments from Teva Switzerland when AVT16 achieved certain
milestone events.

51. To support its aBLA, Alvotech submitted data generated by clinical trials to FDA.
See 42 U.S.C. § 262(k)(2)(A)(i)(I)(cc) (“An application . . . shall include information

demonstrating that—the biological product is biosimilar to a reference product based upon data
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derived from— . . . a clinical study or studies . . . that are sufficient demonstrate safety, purity, and
potency in 1 or more appropriate conditions of use for which the reference product is licensed and
intended to be used and for which licensure is sought for the biological product.”); see also
21 C.F.R. § 601.2(a) (“To obtain a biologics license . . . the manufacturer . . . shall submit data
derived from . . . clinical studies which demonstrate that the manufactured product meets
prescribed requirements of safety, purity, and potency . . ..”). On information and belief, Alvotech
has sponsored, directed, and/or authorized multiple clinical trials of the aBLA Product.

52. On information and belief, Alvotech will financially benefit in a significant manner
from the approval of aBLA No. 761544 because Alvotech will engage in the commercial
manufacture and supply of the aBLA Product to and throughout the United States, including this
district. For example, under the terms of Alvotech’s Product Supply Agreement with Teva
Switzerland, Alvotech will be responsible for exporting the aBLA Product to the United States in
fully-packaged, finished form ready for commercialization.

53. Thus, the aBLA submission constitutes an act of infringement as to Alvotech under
the BPCIA and the Patent Act. See 42 U.S.C. § 262(1)(9)(C) and 35 U.S.C. § 271(e)(2)(C); see In
re Rosuvastatin Calcium Pat. Litig., 703 F.3d 511 (Fed. Cir. 2012); AbbVie Inc. v. Alvotech hf, No.
21-cv-2258, 2021 WL 3737733 at *9 (N.D. Ill. Aug. 23, 2021) (denying Alvotech hf’s motion to
dismiss on the basis it was not a “submitter” of the aBLA within the meaning of 35 U.S.C.
§ 271(e)(2)).

54. On a recent earnings call, Alvotech publicly announced its plans for “near-term
launch” of its aBLA product based on expected FDA approval in early 2027.

55. Alvotech’s active participation in preparing aBLA No. 761544’s submission,

subsequent FDA acceptance of the aBLA for review, and stated intent to commercially market the
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aBLA product following FDA approval in concert with Teva Switzerland present a controversy of
sufficient immediacy to support declaratory judgment of patent infringement of the Asserted
Patents under 35 U.S.C. 88 271(b)-(c) and (e).

56. A substantial controversy thus exists between parties having adverse legal interests
of sufficient immediacy and reality to warrant the issuance of a declaratory judgment.

TAKEDA’S ASSERTED PATENTS

57. TPUSA holds all substantial rights to patents, including the Asserted Patents,
directed to vedolizumab; its administration to treat IBD, UC, and CD; and its formulation and
method of manufacture. TPIZ is TPUSA’s exclusive licensee to the Asserted Patents.

58. On May 30, 2017, the USPTO issued the *579 patent, titled “Formulation for anti-
04p7 Antibody.” Takeda holds all substantial rights to the ’579 patent, including the rights to sue
for infringement, agree upon terms and conditions for sublicenses, and collect royalties for sales
of products used to practice the ’579 patent. A true and correct copy of the ’579 Patent is attached
hereto as Exhibit 1.

59. On June 26, 2018, the USPTO issued the *808 patent, titled “Methods of Treating
Ulcerative Colitis.” Takeda holds all substantial rights to the 808 patent, including the rights to
sue for infringement, agree upon terms and conditions for sublicenses, and collect royalties for
sales of products used to practice the 808 patent. A true and correct copy of the *808 patent is
attached hereto as Exhibit 2.

60. On August 6, 2024, the USPTO issued the ’526 patent, titled “Methods for
Treatment Using anti- 047 Antibody.” Takeda holds all substantial rights to the ’526 patent,

including the rights to sue for infringement, agree upon terms and conditions for sublicenses, and
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collect royalties for sales of products used to practice the 526 patent. A true and correct copy of
the ’526 patent is attached hereto as Exhibit 3.

61. On December 24, 2024, the USPTO issued the 832 patent, titled “Methods of
Treating Ulcerative Colitis.” Takeda holds all substantial rights to the *832 patent, including the
rights to sue for infringement, agree upon terms and conditions for sublicenses, and collect
royalties for sales of products used to practice the 832 patent. A true and correct copy of the 832
patent is attached hereto as Exhibit 4.

62. On February 10, 2026, the USPTO issued the ’445 patent, titled “Methods for
Treatment Using anti-04p7 Antibody.” Takeda holds all substantial rights to the 445 patent,
including the rights to sue for infringement, agree upon terms and conditions for sublicenses, and
collect royalties for sales of products used to practice the *445 patent. A true and correct copy of
the *445 patent is attached hereto as Exhibit 5.

63. On May 12, 2026, the USPTO issued the *969 patent, titled “Methods for Treatment
Using anti-a47 Antibody.” Takeda holds all substantial rights to the 969 patent, including the
rights to sue for infringement, agree upon terms and conditions for sublicenses, and collect
royalties for sales of products used to practice the 969 patent. A true and correct copy of the "969
patent is attached hereto as Exhibit 6.

COUNT 1
Infringement of the ’579 Patent Under 35 U.S.C. § 271(e)(2)(C)(ii)

64. Takeda incorporates by reference the allegations in the preceding paragraphs.

65. The 579 patent is directed to methods for achieving clinical response of CD in a
human patient. The *579 has six claims, including two independent claims. Representative claim

1 recites:
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1. A method for achieving clinical response of Crohn’s disease in a human patient,
comprising intravenously administering to a human patient with Crohn’s disease,
wherein said human patient had a lack of an adequate response with, lost response
to, or was intolerant to a TNFa antagonist: a first dose of 300 mg of an antibody that
has binding specificity for human 047 integrin, a second dose of 300 mg of the
antibody two weeks after the first dose, and a third dose of 300 mg of the antibody
six weeks after the first dose, wherein the antibody comprises the heavy chain
variable region sequence of amino acids 20 to 140 of SEQ ID NO:2, and the light
chain variable region sequence of amino acids 20 to 131 of SEQ ID NO:4.

66. On information and belief, Alvotech seeks FDA approval for the aBLA Product for
the same indications for which the FDA previously approved ENTYVIO®: moderately to severely
active UC and moderately to severely active CD. On information and belief, following FDA
approval of the aBLA Product, Alvotech will encourage, promote, and recommend that doctors
and patients use the aBLA Product to treat moderately to severely active CD, including by
providing a label (or prescribing information) instructing that use.

67. Using the aBLA Product as labeled to treat moderately to severely active CD would
meet each limitation of at least claim 1 of the 579 patent.

68. On information and belief, the aBLA Product will, like the reference product
ENTYVIO®, be administered to human patients with CD with (1) 300 mg infused intravenously
in week 0; (2) 300 mg infused intravenously in week 2; (3) 300 mg infused intravenously in week
6; followed by (4) 300 mg infused intravenously every eight weeks thereafter. Ex. 7 at § 2.2. On
information and belief, the label for the aBLA Product will encourage, recommend, or promote
this dosing regimen. Ex. 9 at 1, 9.

69. On information and belief, the vedolizumab active ingredient in the aBLA Product
is, like the reference product ENTYVIO®, an antibody that has binding specificity for the human

a4B7 integrin. Ex. 7 at § 11.
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70. Amino acids 20 to 140 of SEQ ID NO:2 include the heavy chain variable region
sequence of ENTYVIO®, and amino acids 20 to 131 of SEQ ID NO:4 include the light chain
variable region sequence of ENTYVIO®. On information and belief, the vedolizumab active
ingredient in the aBLA Product has the same heavy chain variable region from amino acids 20 to
140 of SEQ ID NO:2 and the same light chain variable region from amino acids 20 to 131 of SEQ
ID NO:4.

71. On information and belief, Alvotech will recommend, encourage, and/or promote
using the aBLA Product in CD patients who have had a lack of adequate response with, lost
response to, or intolerance to a TNFa antagonist, and at least some such patients will achieve
clinical response of Crohn’s disease after administration of the aBLA Product according to its
recommended dosing. On information and belief, Alvotech sought out subjects who demonstrated,
over the previous 5-year period, an inadequate response to, loss of response to, or intolerance to a
TNFa antagonist in a clinical trial comparing AVT16 to ENTYVIO®. Alvotech specifically
assessed clinical response rates in its Phase 111 trial comparing AVT16 to ENTYVIO®, showing its
specific intent to achieve this outcome. Ex. 9 at 10.

72. Thus, on information and belief, Alvotech’s aBLA submission to make, use, sell,
offer to sell, and/or import the aBLA Product before the *579 patent expires infringes that patent
under 35 U.S.C. 8 271(e)(2)(C)(ii), either literally or under the doctrine of equivalents.

73. On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that encouraging, promoting, and recommending using the aBLA Product as labeled in CD
patients will infringe at least one claim of the 579 patent, either literally or under the doctrine of

equivalents.
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74. On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to others’ direct infringement of the ’579 patent (including infringement by
healthcare providers and patients), either literally or under the doctrine of equivalents. On
information and belief, Alvotech possesses the specific intent to encourage another’s direct
infringement.

75. On information and belief, Alvotech knows and is aware of the ’579 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’579 patent before the filing of this Complaint.

76. Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the *579 patent.

77. Takeda seeks an injunction preventing Alvotech from the commercial manufacture,
use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

COUNT 11
Declaratory Judgment of Infringement of the 579 patent

78. Takeda incorporates by reference the allegations in the preceding paragraphs.

79. This declaratory judgment action is authorized by the BPCIA, including 42 U.S.C.
8§ 262(1)(9)(B), following Alvotech’s failure to provide a copy of its aBLA within 20 days of FDA’s
acceptance of the aBLA as required by 42 U.S.C. 8§ 262(l)(2), and by the Declaratory Judgment
Act, 28 U.S.C. 88 2201 and 2202. See also 35 U.S.C. § 271. An actual and justiciable controversy
exists between Takeda and Alvotech regarding infringement of the Asserted Patents, and a judicial
declaration of the parties’ rights is necessary to resolve that controversy.

80. On information and belief, Alvotech has made substantial preparations and intends

to make, use, sell, offer for sale within, and/or import the aBLA Product into the United States
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promptly upon receiving FDA approval. Alvotech’s steps taken to commercialize the Alvotech
aBLA Product—including entering in licensing, development, and supply agreements; directing
clinical studies for AVT16; and directing the submission of its aBLA—present a controversy of
sufficient immediacy to support declaratory judgment of patent infringement under 35 U.S.C.
8§ 271(b)-(c) and (e).

81. Alvotech’s submission of its aBLA, together with Alvotech’s subsequent violation
of 42 U.S.C. § 262(1)(2) before the expiration of the *579 patent, gives rise to an actual, immediate,
and justiciable controversy under the Declaratory Judgment Act as to whether Alvotech has
infringed, or will infringe, one or more claims of the *579 patent under 35 U.S.C. 8§ 271(b), (c),
and/or (e), either literally or under the doctrine of equivalents

82. On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that the commercial manufacture, use, sale, offer to sell, and/or importation of the aBLA
Product into the United States infringes at least one claim of the *579 patent, either literally or
under the doctrine of equivalents.

83. On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to another’s direct infringement of at least one claim of the ’579 patent, either
literally or under the doctrine of equivalents. On information and belief, Alvotech possesses the
specific intent to encourage another’s direct infringement.

84. On information and belief, Alvotech knows and is aware of the 579 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’579 patent before the filing of this Complaint.

85. Takeda seeks a declaratory judgment that future commercial manufacture, use, sale,

offer for sale, and/or importation of the aBLA Product will infringe the *579 patent.
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86. Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the claims of the *579 patent.

87. Takeda seeks an injunction preventing Alvotech from the commercial manufacture,
use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

COUNT 111
Infringement of the 808 Patent Under 35 U.S.C. § 271(e)(2)(C)(ii).

88. Takeda incorporates by reference the allegations in the preceding paragraphs.

89. The ’808 patent is directed to methods for inducing clinical remission of UC in a
human patient. The 808 patent has four claims, including two independent claims. Representative
claim 1 recites:

1. A method for inducing clinical remission in a human patient having moderately
to severely active ulcerative colitis, comprising intravenously administering: a first
dose of 300 mg of an antibody that has binding specificity for human o437 integrin,
a second dose of 300 mg of the antibody two weeks after the first dose, a third dose
of 300 mg of the antibody six weeks after the first dose, and then 300 mg of the
antibody every eight weeks thereafter, wherein the antibody comprises the heavy
chain variable region sequence of amino acids 20 to 140 of SEQ ID NO:2, and the
light chain variable region sequence of amino acids 20 to 131 of SEQ ID NO:4, and
wherein said human patient had a lack of an adequate response with, lost response
to, or was intolerant to a TNFo antagonist.

90. On information and belief, Alvotech seeks FDA approval for the aBLA Product for
the same indications for which FDA previously approved ENTYVIO®: treatment of moderately to
severely active UC and moderately to severely active CD. On information and belief, following
FDA approval of the aBLA Product, Alvotech will encourage, promote, and recommend that
doctors and patients use the aBLA Product to treat moderately to severely active UC, including by

providing a label (or prescribing information) instructing that use.
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91. Using the aBLA Product as labeled to treat moderately to severely active UC meets
each limitation of at least claim 1 of the "808 patent.

92. On information and belief, the aBLA Product will, like the reference product
ENTYVIO®, be administered to human patients with moderately to severely active UC with (1)
300 mg infused intravenously in week 0; (2) 300 mg infused intravenously in week 2; (3) 300 mg
infused intravenously in week 6; followed by (4) 300 mg infused intravenously every eight weeks
thereafter. Ex. 7 at §2.2. On information and belief, the label for the aBLA Product will
encourage, recommend, or promote this dosing regimen. Ex. 9 at 1, 9.

93. On information and belief, the vedolizumab active ingredient in the aBLA Product
is, like the reference product ENTYVIO®, an antibody that has binding specificity for the human
04p7 integrin. Ex. 7 at § 11.

94. Amino acids 20 to 140 of SEQ ID NO:2 include the heavy chain variable region
sequence of ENTYVIO® and amino acids 20 to 131 of SEQ ID NO:4 include the light chain
variable region sequence of ENTYVIO®. On information and belief, the vedolizumab active
ingredient in the aBLA Product has the same heavy chain variable region from amino acids 20 to
140 of SEQ ID NO:2 and the same light chain variable region from amino acids 20 to 131 of SEQ
ID NO:4.

95. On information and belief, Alvotech will recommend, encourage, and/or promote
using the aBLA Product in UC patients who have had a lack of adequate response with, lost
response to, or intolerance to a TNFa antagonist and at least some such patients will achieve
clinical response of ulcerative colitis after administration of the aBLA Product according to its
recommended dosing. On information and belief, Alvotech sought out subjects who demonstrated,

over the previous 5-year period, an inadequate response to, loss of response to, or intolerance to a
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TNFa antagonist in a clinical trial comparing AVT16 to ENTYVIO®. Alvotech specifically
assessed clinical response rates in its Phase 111 trial comparing AVT16 to ENTYVIO®, showing its
specific intent to achieve this outcome. Ex. 9 at 10.

96. Thus, on information and belief, Alvotech’s aBLA submission to make, use, sell,
offer to sell, and/or import the aBLA Product before the *808 patent expires infringes under 35
U.S.C. § 271(e)(2)(C)(ii), either literally or under the doctrine of equivalents.

97. On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that encouraging, promoting, and recommending using the aBLA Product as labeled in
human patients with moderately to severely active UC infringes at least one claim of the
’808 patent, either literally or under the doctrine of equivalents.

98. On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to others’ direct infringement of the *808 patent (including infringement by
healthcare providers and patients), either literally or under the doctrine of equivalents. On
information and belief, Alvotech possesses the specific intent to encourage another’s direct
infringement.

99. On information and belief, Alvotech knows and is aware of the 808 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’808 patent before the filing of this Complaint.

100.  Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the *808 patent.

101.  Takeda seeks an injunction preventing Alvotech from the commercial manufacture,

use, sale, offer for sale within and/or importation into the United States of the aBLA Product.
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COUNT IV
Declaratory Judgment of Infringement of the *808 Patent

102.  Takeda incorporates by reference the allegations in the preceding paragraphs.

103.  This declaratory judgment action is authorized by the BPCIA, including 42 U.S.C.
8§ 262(1)(9)(B), following Alvotech’s failure to provide a copy of its aBLA within 20 days of FDA’s
acceptance of the aBLA as required by 42 U.S.C. 8§ 262(1)(2), and by the Declaratory Judgment
Act, 28 U.S.C. 88 2201 and 2202. See also 35 U.S.C. § 271. An actual and justiciable controversy
exists between Takeda and Alvotech regarding infringement of the Asserted Patents, and a judicial
declaration of the parties’ rights is necessary to resolve that controversy.

104.  Oninformation and belief, Alvotech has made substantial preparations and intends
to make, use, sell, offer for sale within, and/or import the aBLA Product into the United States
promptly upon receiving FDA approval. Alvotech’s steps taken to commercialize the aBLA
Product—including entering in licensing, development, and supply agreements; directing clinical
studies for AVT16; and directing the submission of its aBLA—present a controversy of sufficient
immediacy to support declaratory judgment of patent infringement.

105.  Alvotech’s submission of its aBLA, together with Alvotech’s subsequent violation
of 42 U.S.C. § 262(1)(2) before the expiration of the 808 patent, gives rise to an actual, immediate,
and justiciable controversy under the Declaratory Judgment Act as to whether Alvotech has
infringed, or will infringe, one or more claims of the 808 patent under 35 U.S.C. §§ 271(b)-(c)
and/or (e), either literally or under the doctrine of equivalents.

106.  On information and belief, Alvotech is aware, knows, and/or is willfully blind to

the fact that the commercial manufacture, use, sale, offer to sell, and/or importation of the aBLA
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Product into the United States infringes at least one claim of the *808 patent, either literally or
under the doctrine of equivalents.

107.  On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to another’s direct infringement of at least one claim of the *808 patent, either
literally or under the doctrine of equivalents. On information and belief, Alvotech possesses the
specific intent to encourage another’s direct infringement.

108.  On information and belief, Alvotech knows and is aware of the ’808 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’808 patent before the filing of this Complaint.

109.  Takeda seeks a declaratory judgment that future commercial manufacture, use, sale,
offer for sale, and/or importation of the aBLA Product will infringe the *808 patent.

110.  Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the claims of the *808 patent.

111.  Takeda seeks an injunction preventing Alvotech from the commercial manufacture,
use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

COUNTV
Infringement of the *526 Patent Under 35 U.S.C. § 271(e)(2)(C)(ii)

112.  Takeda incorporates by reference the allegations in the preceding paragraphs.

113.  The ’526 patent is directed to methods for treating a human patient having UC. The
’526 patent has 34 claims, including four independent claims. Representative claim 7 recites:

7. A method of treating a human patient having ulcerative colitis, the method
comprising-administering to a human patient having ulcerative colitis, a humanized
immunoglobulin having binding specificity for human a4p7 integrin, wherein the
humanized immunoglobulin is administered to the human patient according to a
dosing regimen comprising:
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a. an initial dose of 300 mg of the humanized immunoglobulin as an intravenous
infusion;

b. followed by a second subsequent dose of 300 mg of the humanized
immunoglobulin as an intravenous infusion at about two weeks after the initial dose;

c. followed by a third subsequent dose of 300 mg of the humanized immunoglobulin
as an intravenous infusion at about six weeks after the initial dose;

d. followed by a fourth and subsequent doses of 300 mg of the humanized
immunoglobulin as an intravenous infusion every four weeks or every eight weeks
after the third subsequent dose of the humanized immunoglobulin;

wherein the method induces a clinical response and clinical remission in the
ulcerative colitis of the human patient;

wherein the dosing regimen induces tolerance for the humanized immunoglobulin
in the human patient, and the human patient has a HAHA titer of <125; and

wherein the humanized immunoglobulin is an IgG1 isotype, has binding specificity
for the a4P7 complex, and comprises a light chain variable region comprising amino
acids 20 to 131 of SEQ ID NO: 4 or 21 to 132 of SEQ ID NO: 5, and comprises a
heavy chain variable region comprising amino acids 20 to 140 of SEQ ID NO: 2.

114.  Oninformation and belief, Alvotech seeks FDA approval for the aBLA Product for
the same indications for which FDA previously approved ENTYVIO®: treatment of moderately to
severely active UC and moderately to severely active CD. On information and belief, following
FDA approval of the aBLA Product, Alvotech will encourage, promote, and recommend that
doctors and patients use the aBLA Product to treat UC in a human patient, including by providing
a label (or prescribing information) instructing that use.

115.  Using the aBLA Product as labeled to treat UC in a human patient would meet each
limitation of at least claim 7 of the ’526 patent.

116.  On information and belief, the aBLA Product will, like the reference product
ENTYVIO®, be administered to human patients with UC with (1) 300 mg infused intravenously
in week 0; (2) 300 mg infused intravenously in week 2; (3) 300 mg infused intravenously in week

6; followed by (4) 300 mg infused intravenously every eight weeks thereafter. Ex. 7 at § 2.2. On
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information and belief, the label for the aBLA Product will encourage, recommend, or promote
this dosing regimen. Ex. 9 at 1, 9.

117.  On information and belief, the vedolizumab active ingredient in the aBLA Product
is, like the reference product ENTYVIO®, an antibody that has binding specificity for the human
04p7 integrin. Ex. 7 at § 11.

118.  On information and belief, the vedolizumab active ingredient in the aBLA Product
is, like the reference product ENTYVIO®, a humanized 1gG; antibody. Ex. 7 at § 11.

119.  Amino acids 20 to 140 of SEQ ID NO:2 include the heavy chain variable region
sequence of ENTYVIO®, and amino acids 20 to 131 of SEQ ID NO:4 include the light chain
variable region sequence of ENTYVIO®. On information and belief, the vedolizumab active
ingredient in the aBLA Product has the same heavy chain variable region from amino acids 20 to
140 of SEQ ID NO:2 and the same light chain variable region from amino acids 20 to 131 of SEQ
ID NO:4.

120.  On information and belief, Alvotech will recommend, encourage, and promote
administering the aBLA Product to human patients with UC with its recommended dosing to
induce a clinical response and clinical remission in the UC in at least some patients. Ex. 7 at
8 14.1. Alvotech specifically assessed clinical response rates in its Phase Il trial, showing its
specific intent to achieve such outcomes. Ex. 9 at 10. This study also “satisfies the demonstration
of PK similarity for ... intravenous routes of administration” to ENTYVIO® and “is considered
pivotal to support the demonstration of clinical similarity for AVT16,” which would include
clinical similarity in remission rates at 52 weeks after initial dose. Ex. 11.

121.  On information and belief, the dosing regimen described above will induce

tolerance for the vedolizumab active ingredient in the aBLA Product in at least some patients.
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Ex. 7 at § 12.6; see also Ex. 8 at 4-5. On information and belief, at least some of the human
patients treated with the aBLA Product according to its recommended and tolerance-inducing
dosing regimen will have a HAHA titer of <125. See ’526 patent at 53:34-309.

122.  Thus, on information and belief, Alvotech’s aBLA submission to make, use, sell,
offer to sell, and/or import the aBLA Product before the ’526 patent expires infringes under 35
U.S.C. § 271(e)(2)(C)(ii), either literally or under the doctrine of equivalents.

123.  On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that encouraging, promoting, and recommending using the aBLA Product as labeled in
human patients with UC will infringe at least one claim of the *526 patent, either literally or under
the doctrine of equivalents.

124.  On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to others’ direct infringement of the ’526 patent (including infringement by
healthcare providers and patients), either literally or under the doctrine of equivalents. On
information and belief, Alvotech possesses the specific intent to encourage another’s direct
infringement.

125.  On information and belief, Alvotech knows and is aware of the ’526 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’526 patent before the filing of this Complaint.

126.  Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the *526 patent.

127.  Takeda seeks an injunction preventing Alvotech from the commercial manufacture,

use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

29



COUNT VI
Declaratory Judgment of Infringement of the ’526 Patent

128.  Takeda incorporates by reference the allegations in the preceding paragraphs.

129.  This declaratory judgment action is authorized by the BPCIA, including 42 U.S.C.
8§ 262(1)(9)(B), following Alvotech’s failure to provide a copy of its aBLA within 20 days of FDA’s
acceptance of the aBLA as required by 42 U.S.C. 8§ 262(1)(2), and by the Declaratory Judgment
Act, 28 U.S.C. 88 2201 and 2202. See also 35 U.S.C. § 271. An actual and justiciable controversy
exists between Takeda and Alvotech regarding infringement of the Asserted Patents, and a judicial
declaration of the parties’ rights is necessary to resolve that controversy.

130.  Oninformation and belief, Alvotech has made substantial preparations and intends
to make, use, sell, offer for sale within, and/or import the aBLA Product into the United States
promptly upon receiving FDA approval. Alvotech’s steps taken to commercialize the aBLA
Product—including entering in licensing, development, and supply agreements; directing clinical
studies for AVT16; and directing the submission of its aBLA—present a controversy of sufficient
immediacy to support declaratory judgment of patent infringement under 35 U.S.C. 8§ 271(b)-(c)
and (e).

131.  Alvotech’s aBLA submission, together with its subsequent violation of 42 U.S.C.
8§ 262(1)(2) before the ’526 patent expires, gives rise to an actual, immediate, and justiciable
controversy under the Declaratory Judgment Act as to whether Alvotech has infringed, or will
infringe, one or more claims of the ’526 patent under 35 U.S.C. 8§ 271(b), (c), and/or (e), either
literally or under the doctrine of equivalents.

132.  On information and belief, Alvotech is aware, knows, and/or is willfully blind to

the fact that the commercial manufacture, use, sale, offer to sell, and/or importation of the aBLA

30



Product into the United States would infringe at least one claim of the *526 patent, either literally
or under the doctrine of equivalents.

133.  On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to another’s direct infringement of at least one claim of the *526 patent, either
literally or under the doctrine of equivalents. On information and belief, Alvotech possesses the
specific intent to encourage another’s direct infringement.

134.  On information and belief, Alvotech knows and is aware of the ’526 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’526 patent before the filing of this Complaint.

135.  Takeda seeks a declaratory judgment that future commercial manufacture, use, sale,
offer for sale, and/or importation of the aBLA Product would infringe the 526 patent.

136.  Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the claims of the *526 patent.

137.  Takeda seeks an injunction preventing Alvotech from the commercial manufacture,
use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

COUNT VII
Infringement of the *832 Patent Under 35 U.S.C. § 271(e)(2)(C)(ii)

138.  Takeda incorporates by reference the allegations in the preceding paragraphs.

139.  The ’832 patent is directed to methods for treating a human patient suffering from
moderately to severely active UC. The 832 patent has 12 claims, including two independent
claims. Representative claim 1 recites:

1. A method for treating a human patient suffering from moderately to severely
active ulcerative colitis, wherein the method comprises the steps of:
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administering to a human patient suffering from moderately to severely active
ulcerative colitis, an initial 300 mg dose of a humanized antibody having binding
specificity for human alpha4beta? integrin;

administering a second subsequent dose of 300 mg of the humanized antibody two
weeks after the initial dose;

administering a third subsequent dose of 300 mg of the humanized antibody six
weeks after the initial dose; and

administering subsequent doses of 300 mg of the humanized antibody every eight
weeks after the third subsequent dose of the humanized antibody;

wherein the humanized antibody is an 1gG1 isotype, comprises a light chain
comprising CDRs as set forth in SEQ ID NO: 11 (CDR1), SEQ ID NO: 12 (CDR2),
and SEQ ID NO: 13 (CDR3), and comprises a heavy chain comprising CDRs as set
forth in SEQ ID NO: 8 (CDR1), SEQ ID NO: 9 (CDR2), and SEQ ID NO: 10
(CDR3),

wherein the human patient had an inadequate response or intolerance to azathioprine
or 6-mercaptopurine over a previous 5 year period, and

wherein clinical response of moderately to severely active ulcerative colitis is
achieved at 6 weeks after the initial dose, and clinical remission of moderately to
severely active ulcerative colitis is achieved at 52 weeks after the initial dose in the
human patient.

140.  Oninformation and belief, Alvotech seeks FDA approval for the aBLA Product for
the same indications for which FDA previously approved ENTYVIO®: treatment of moderately to
severely active UC and moderately to severely active CD. On information and belief, following
FDA approval of the aBLA Product, Alvotech would encourage, promote, and recommend that
doctors and patients use the aBLA Product to treat moderately to severely active UC, including by
providing a label (or prescribing information) instructing that use.

141.  Using the aBLA Product as labeled to treat moderately to severely active UC would
meet each limitation of at least claim 1 of the 832 patent.

142.  On information and belief, Alvotech will recommend, encourage, and/or promote

administering the aBLA Product to human patients with moderately to severely active UC who
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inadequately responded or demonstrated intolerance to azathioprine or 6-mercaptopurine over a
previous 5-year period. Ex. 7 at 8§ 14.1. Azathioprine and 6-mercaptopurine are
immunomodulators. 1d.; see also *832 patent, col. 29:62-63. On information and belief, Alvotech
sought out subjects who demonstrated, over the previous 5-year period, an inadequate response to,
loss of response to, or intolerance to azathioprine or 6-mercaptopurine in a clinical trial comparing
AVT16 to ENTYVIO®. Alvotech specifically assessed clinical response rates in its Phase 111 trial,
showing its specific intent to achieve such outcomes. Ex. 9 at 10.

143.  On information and belief, the aBLA Product will, like the reference product
ENTYVIO®, be administered to patients with (1) 300 mg infused intravenously in week 0; (2) 300
mg infused intravenously in week 2; (3) 300 mg infused intravenously in week 6; followed by (4)
300 mg infused intravenously every eight weeks thereafter. Ex. 7 at § 2.2. On information and
belief, the label for the aBLA Product will encourage, recommend, or promote this dosing regimen.
Ex.9at1,09.

144.  On information and belief, administration of the aBLA Product according to the
recommended dosing regimen to human patients suffering from moderately to severely active UC
who had an inadequate response or intolerance to azathioprine or 6-mercaptopurine over a previous
5-year period will achieve a clinical response at 6 weeks after the initial dose and achieve clinical
remission at 52 weeks after the initial dose. Ex. 7 at § 14.1. Alvotech specifically assessed clinical
response at 6 weeks and 52 weeks after the initial dose, showing its specific intent to achieve these
outcomes at these time points. Ex. 9 at 10. This study also “satisfies the demonstration of PK
similarity for ... intravenous routes of administration” to ENTYVIO® and “is considered pivotal
to support the demonstration of clinical similarity for AVT16,” which would include clinical

similarity in remission rates at 52 weeks after initial dose. Ex. 11.
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145.  On information and belief, the vedolizumab active ingredient in the aBLA Product
is, like the reference product ENTYVIO®, a humanized 1gG; antibody. Ex. 7 at § 11.

146. SEQ ID NOs: 11-13 set forth the amino acid sequences of the light chain CDR1,
CDR2, CDR3 of ENTYVIO®, respectively. On information and belief, the vedolizumab active
ingredient of the Alvotech aBLA Product has the light chain CDRs recited in SEQ ID Nos. 11-13.
SEQ ID Nos: 8-10 set forth the amino acid sequences of the heavy chain CDR1, CDR2, and CDR3
of ENTYVIO®, respectively. On information and belief, the vedolizumab active ingredient in the
aBLA Product has the heavy chain CDR sequences recited in SEQ ID Nos. 8-10.

147.  Thus, on information and belief, Alvotech’s aBLA submission to make, use, sell,
offer to sell, and/or import the aBLA Product before the *832 patent expires infringes under 35
U.S.C. § 271(e)(2)(C)(ii), either literally or under the doctrine of equivalents.

148.  On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that encouraging, promoting, and recommending using the aBLA Product as labeled to
human patients with UC will infringe at least one claim of the *832 patent, either literally or under
the doctrine of equivalents.

149.  On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to others’ direct infringement of the *832 patent (including infringement by
healthcare providers and patients), either literally or under the doctrine of equivalents. On
information and belief, Alvotech possesses the specific intent to encourage another’s direct
infringement.

150.  On information and belief, Alvotech knows and is aware of the ’832 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the

’832 patent before the filing of this Complaint.
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151.  Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the *832 patent.

152.  Takeda seeks an injunction preventing Alvotech from the commercial manufacture,
use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

COUNT VII
Declaratory Judgment of Infringement of the ’832 Patent

153.  Takeda incorporates by reference the allegations in the preceding paragraphs.

154.  This declaratory judgment action is authorized by the BPCIA, including 42 U.S.C.
8 262(1)(9)(B), following Alvotech’s failure to provide a copy of its aBLA within 20 days of FDA’s
acceptance of the aBLA as required by 42 U.S.C. 8§ 262(l)(2), and by the Declaratory Judgment
Act, 28 U.S.C. 88 2201 and 2202. See also 35 U.S.C. § 271. An actual and justiciable controversy
exists between Takeda and Alvotech regarding infringement of the Asserted Patents, and a judicial
declaration of the parties’ rights is necessary to resolve that controversy.

155.  Oninformation and belief, Alvotech has made substantial preparations and intends
to make, use, sell, offer for sale within, and/or import the aBLA Product into the United States
promptly upon receiving FDA approval. Alvotech’s steps taken to commercialize the aBLA
Product—including entering in licensing, development, and supply agreements; directing clinical
studies for AVT16; and directing the submission of its aBLA—present a controversy of sufficient
immediacy to support declaratory judgment of patent infringement.

156.  Alvotech’s aBLA submission, together with its subsequent violation of 42 U.S.C.
8 262(1)(2) before the ’832 patent expires, gives rise to an actual, immediate, and justiciable

controversy under the Declaratory Judgment Act as to whether Alvotech has infringed, or will
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infringe, one or more claims of the *832 patent under 35 U.S.C. 8§ 271(b), (c), and/or (e), either
literally or under the doctrine of equivalents.

157.  On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that the commercial manufacture, use, sale, offer to sell, and/or importation of the aBLA
Product into the United States would infringe at least one claim of the 832 patent, either literally
or under the doctrine of equivalents.

158.  On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to another’s direct infringement of at least one claim of the *832 patent, either
literally or under the doctrine of equivalents. On information and belief, Alvotech possesses the
specific intent to encourage another’s direct infringement.

159.  On information and belief, Alvotech knows and is aware of the ’832 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’832 patent before the filing of this Complaint.

160.  Takeda seeks a declaratory judgment that future commercial manufacture, use, sale,
offer for sale, and/or importation of the aBLA Product would infringe the 832 patent.

161.  Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the claims of the *832 patent.

162.  Takeda seeks an injunction preventing Alvotech from the commercial manufacture,
use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

COUNT IX
Infringement of the ’445 Patent Under 35 U.S.C. § 271(e)(2)(C)(ii)

163.  Takeda incorporates by reference the allegations in the preceding paragraphs.
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164. The ’445 patent is directed to methods for treating a human patient having
inflammatory bowel disease (IBD). The ’445 patent has 29 claims, including three independent
claims. Representative claim 1 recites:

1. A method for treating a human patient having inflammatory bowel disease (IBD),
the method comprising administering to the human patient a humanized antibody
having binding specificity for human o437 integrin according to a dosing regimen
comprising:

a. an induction phase comprising i. an initial dose of 300 mg of the humanized
antibody as an intravenous infusion; ii. a second subsequent dose of 300 mg of the
humanized antibody as an intravenous infusion at about two weeks after the initial
dose; iii. a third subsequent dose of 300 mg of the humanized antibody as an
intravenous infusion at about six weeks after the initial dose; and

b. a maintenance phase comprising a fourth and subsequent doses of 300 mg of the
humanized antibody as an intravenous infusion every four weeks or every eight
weeks after the third subsequent dose of the humanized antibody;

wherein the method induces a clinical response and clinical remission of IBD of the
human patient,

wherein the IBD is Crohn’s disease or ulcerative colitis,

wherein the human patient has a mean trough serum concentration of 20 pg/ml to
30 pg/ml at the end of the induction phase,

wherein the humanized antibody is an IgG1 isotype, and

wherein the humanized antibody comprises a light chain variable region comprising
a CDR1 as set forth in SEQ ID NO:11; a CDR2 as set forth in SEQ ID NO: 12, and
a CDR3 as set forth in SEQ ID NO: 13; and comprises a heavy chain variable region
comprising a CDR1 as set forth in SEQ ID NO:8; a CDR2 as set forth in SEQ ID
NO: 9, and a CDR3 as set forth in SEQ ID NO: 10.

165.  Oninformation and belief, Alvotech seeks FDA approval for the aBLA Product for
the same indications for which FDA previously approved ENTYVIO®: treatment of moderately to
severely active UC and moderately to severely active CD. Thus, on information and belief,
Alvotech will encourage, promote, and recommend administering the aBLA Product to patients

having IBD wherein the IBD is CD or UC. On information and belief, following FDA approval
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of the aBLA Product, Alvotech would encourage, promote, and recommend that doctors and
patients use the aBLA Product to treat IBD, including by providing a label (or prescribing
information) instructing that use. Ex. 9 at 1 (Phase Ill clinical trial designed to study the efficacy
of AVT16 in human subjects with moderate to severe active UC, a type of inflammatory bowel
disease).

166.  Using the aBLA Product as labeled to treat moderately to severely active UC or
moderately to severely active CD would meet each limitation of at least claim 1 of the *445 patent.

167.  On information and belief, the aBLA Product will, like the reference product
ENTYVIO®, be administered to human patients with moderately to severely active UC or CD with
(1) 300 mg infused intravenously in week 0; (2) 300 mg infused intravenously in week 2; and (3)
300 mg infused intravenously in week 6; followed by 300 mg infused intravenously every eight
weeks thereafter. Ex. 7 at § 2.2. On information and belief, the label for the aBLA Product will
encourage, recommend, or promote this dosing regimen. Ex. 9 at 1, 9.

168.  On information and belief, administering the aBLA Product according to the
recommended dosing to patients with UC or CD will produce a mean trough serum concentration
of 20 pg/ml to 30 pg/ml of vedolizumab active ingredient at about six weeks after the initial dose.
Ex. 7 at Table 3. Alvotech specifically assessed serum trough concentration at weeks 0, 2, 6, 14,
22, 30, 38, 46 and 52 in a clinical trial comparing AVT16 to ENTYVIO®. On information and
belief, a trough concentration outside of the recited range would be a clinically meaningful
difference between the aBLA Product and ENTYVIO®.

169.  Oninformation and belief, administering the aBLA Product to human patients with
UC or CD according to the recommended dosing will induce a clinical response and clinical

remission in the UC or CD of the patient in at least some patients. Ex. 7 at § 14. Alvotech
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specifically assessed clinical response rates in its Phase Il trial, showing its specific intent to
achieve such outcomes. Ex. 9 at 10. This study also “satisfies the demonstration of PK similarity
for ... intravenous routes of administration” to ENTYVIO® and “is considered pivotal to support
the demonstration of clinical similarity for AVT16,” which would include clinical similarity in
remission rates. Ex. 11.

170.  On information and belief, the vedolizumab active ingredient in the aBLA Product
is, like the reference product ENTYVIO®, a humanized 1gG; antibody having binding specificity
for the human a4p7 integrin. Ex. 7 at § 11.

171.  SEQ ID NOs: 11-13 set forth the amino acid sequences of the light chain CDR1,
CDR2, CDR3 of ENTYVIO®, respectively. On information and belief, the vedolizumab active
ingredient of the aBLA Product has the light chain CDR sequences recited in SEQ ID Nos. 11-13.
SEQ ID Nos: 8-10 set forth the amino acid sequences of the heavy chain CDR1, CDR2, and CDR3
of ENTYVIO®, respectively. On information and belief, the vedolizumab active ingredient in the
aBLA Product has the heavy chain CDR sequences recited in SEQ ID Nos. 8-10.

172.  Thus, on information and belief, Alvotech’s aBLA submission to make, use, sell,
offer to sell, and/or import the aBLA Product before the *445 patent expires infringes under 35
U.S.C. § 271(e)(2)(C)(ii), either literally or under the doctrine of equivalents.

173.  On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that encouraging, promoting, and recommending using the aBLA Product as labeled in
human patients with IBD would infringe at least one claim of the 445 patent, either literally or
under the doctrine of equivalents.

174.  On information and belief, Alvotech will knowingly or with willful blindness

induce or contribute to others’ direct infringement of at least one claim of the *445 patent (including
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infringement by healthcare providers and patients), either literally or under the doctrine of
equivalents. On information and belief, Alvotech possesses the specific intent to encourage
another’s direct infringement.

175.  On information and belief, Alvotech knows and is aware of the ’445 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’445 patent before the filing of this Complaint.

176.  Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the 445 patent.

177.  Takeda seeks an injunction preventing Alvotech from the commercial manufacture,
use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

COUNT X
Declaratory Judgment of Infringement of the ’445 Patent

178.  Takeda incorporates by reference the allegations in the preceding paragraphs.

179.  This declaratory judgment action is authorized by the BPCIA, including 42 U.S.C.
8262(1)(9)(B), following Alvotech’s failure to provide a copy of its aBLA within 20 days of FDA’s
acceptance of the aBLA as required by 42 U.S.C. § 262(1)(2), and by the Declaratory Judgment
Act, 28 U.S.C. 88 2201 and 2202. See also 35 U.S.C. § 271. An actual and justiciable controversy
exists between Takeda and Alvotech regarding infringement of the Asserted Patents, and a judicial
declaration of the parties’ rights is necessary to resolve that controversy.

180.  Oninformation and belief, Alvotech has made substantial preparations and intends
to make, use, sell, offer for sale within, and/or import the aBLA Product into the United States
promptly upon receiving FDA approval. Alvotech’s steps taken to commercialize the aBLA

Product—including entering in licensing, development, and supply agreements; directing clinical
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studies for AVT16; and directing the submission of its aBLA—present a controversy of sufficient
immediacy to support declaratory judgment of patent infringement.

181.  Alvotech’s aBLA submission, together with its subsequent violation of 42 U.S.C.
8§ 262(1)(2) before the 445 patent expires, gives rise to an actual, immediate, and justiciable
controversy under the Declaratory Judgment Act as to whether Alvotech has infringed, or will
infringe, one or more claims of the 445 patent under 35 U.S.C. §§ 271(b), (c), and/or (e), either
literally or under the doctrine of equivalents.

182.  On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that the commercial manufacture, use, sale, offer to sell, and/or importation of the aBLA
Product into the United States would infringe at least one claim of the *445 patent, either literally
or under the doctrine of equivalents.

183.  On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to another’s direct infringement of at least one claim of the *445 patent, either
literally or under the doctrine of equivalents. On information and belief, Alvotech possesses the
specific intent to encourage another’s direct infringement.

184.  On information and belief, Alvotech knows and is aware of the ’445 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’445 patent before the filing of this Complaint.

185.  Takeda seeks a declaratory judgment that future commercial manufacture, use, sale,
offer for sale, and/or importation of the aBLA Product would infringe the *445 patent.

186.  Takeda will suffer irreparable harm for which damages would be an inadequate

remedy unless Alvotech were enjoined from infringing the claims of the 445 patent.
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187.

Takeda seeks an injunction preventing Alvotech from the commercial manufacture,

use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

188.

189.

COUNT XI
Infringement of the 969 Patent Under 35 U.S.C. § 271(e)(2)(C)(ii)
Takeda incorporates by reference the allegations in the preceding paragraphs.

The "969 patent is directed to methods for treating human patients having IBD and

for minimizing HAHA formation in the human patients. The *969 patent has 28 claims, including

two independent claims. Representative claim 1 recites:

1. A method for treating human patients having inflammatory bowel disease (IBD)
and for minimizing human antihuman antibody (HAHA) formation in the human
patients, said method comprising administering to the human patients a humanized
antibody having binding specificity for human a47 integrin according to a dosing
regimen comprising:

a. an induction phase comprising i. an initial dose of 300 mg of the humanized
antibody as an intravenous infusion; ii. a second subsequent dose of 300 mg of the
humanized antibody as an intravenous infusion at about two weeks after the initial
dose; iii. a third subsequent dose of 300 mg of the humanized antibody as an
intravenous infusion at about six weeks after the initial dose; and

b. a maintenance phase comprising a fourth and subsequent doses of 300 mg of the
humanized antibody as an intravenous infusion every four weeks or every eight
weeks after the third subsequent dose of the humanized antibody;

wherein the method induces a clinical response and clinical remission in the IBD of
the human patients,

wherein the IBD is Crohn’s disease or ulcerative colitis,

wherein at least 80% of the human patients are maintained as HAHA-negative for
at least 6 weeks following the initial dose, and

wherein the humanized antibody is an IgG1 isotype, and

wherein the humanized antibody comprises a light chain variable region comprising
a CDR1 as set forth in SEQ ID NO: 11; a CDR2 as set forth in SEQ ID NO: 12, and
a CDR3 as set forth in SEQ ID NO: 13; and comprises a heavy chain variable region
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comprising a CDR1 as set forth in SEQ ID NO: 8; a CDR2 as set forth in SEQ ID
NO: 9, and a CDR3 as set forth in SEQ ID NO: 10.

190.  Oninformation and belief, Alvotech seeks FDA approval for the aBLA Product for
the same indications for which FDA previously approved ENTYVIO®: treatment of moderately to
severely active UC and moderately to severely active CD. Thus, on information and belief,
Alvotech will encourage, promote, and recommend administering the aBLA Product to patients
having IBD wherein the IBD is CD or UC. On information and belief, following FDA approval
of the aBLA Product, Alvotech would encourage, promote, and recommend that doctors and
patients use the aBLA Product to treat IBD, including by providing a label (or prescribing
information) instructing that use. Ex. 9 at 1 (Phase Ill clinical trial designed to study the efficacy
of AVT16 in human subjects with moderate to severe active UC, a type of inflammatory bowel
disease).

191.  Using the aBLA Product as labeled to treat moderately to severely active ulcerative
colitis or moderately to severely active CD would meet each limitation of at least claim 1 of the
’969 patent.

192.  On information and belief, the aBLA Product will, like the reference product
ENTYVIO®, be administered to human patients with moderately to severely active UC or CD with
(1) 300 mg infused intravenously in week 0; (2) 300 mg infused intravenously in week 2; and (3)
300 mg infused intravenously in week 6; followed by 300 mg infused intravenously every eight
weeks thereafter. Ex. 7 at § 2.2. On information and belief, the label for the aBLA Product will
encourage, recommend, or promote this dosing regimen. Ex. 9 at 1, 9.

193.  Oninformation and belief, administering the aBLA Product to human patients with
UC or CD according to the recommended dosing will induce a clinical response and clinical

remission in the UC or CD of at least some patients. Ex. 7 at § 14. On information and belief,
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Alvotech assessed titer and frequency of HAHA, e.g., anti-drug antibodies, in a clinical trial
comparing AVT16 to ENTYVIO®. Alvotech specifically assessed clinical response rates in its
Phase 111 trial, showing its specific intent to achieve such outcomes. Ex. 9 at 10.

194.  On information and belief, after administering the aBLA Product to UC or CD
patients according to its recommended dosing, at least 80% of those patients are maintained as
HAHA-negative for at least 6 weeks following the initial dose. See Ex. 7 at § 12.6.

195.  On information and belief, the vedolizumab active ingredient in the aBLA Product
is, like the reference product ENTYVIO®, an 1gG; isotype having binding specificity for the
human a4f7 integrin. Ex. 7 at § 11.

196. SEQ ID NOs: 11-13 set forth the amino acid sequences of the light chain CDR1,
CDR2, CDR3 of ENTYVIO®, respectively. On information and belief, the vedolizumab active
ingredient of the aBLA Product has the light chain CDR sequences recited in SEQ ID Nos. 11-13.
SEQ ID Nos: 8-10 set forth the amino acid sequences of the heavy chain CDR1, CDR2, and CDR3
of ENTYVIO®, respectively. On information and belief, the vedolizumab active ingredient in the
aBLA Product has the heavy chain CDR sequences recited in SEQ ID Nos. 8-10.

197.  Thus, on information and belief, Alvotech’s aBLA submission to make, use, sell,
offer to sell, and/or import the aBLA Product before the *969 patent expires infringes under 35
U.S.C. § 271(e)(2)(C)(ii), either literally or under the doctrine of equivalents.

198.  On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that encouraging, promoting, and recommending using the aBLA Product as labeled in
human patients with IBS would infringe at least one claim of the *969 patent, either literally or

under the doctrine of equivalents.
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199.  On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to others’ direct infringement of the *969 patent (including infringement by
healthcare providers and patients), either literally or under the doctrine of equivalents. On
information and belief, Alvotech possesses the specific intent to encourage another’s direct
infringement.

200.  On information and belief, Alvotech knows and is aware of the ’969 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’969 patent before the filing of this Complaint.

201.  Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the *969 patent.

202.  Takeda seeks an injunction preventing Alvotech from the commercial manufacture,
use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

COUNT X1
Declaratory Judgment of Infringement of the *969 Patent

203.  Takeda incorporates by reference the allegations in the preceding paragraphs.

204.  This declaratory judgment action is authorized by the BPCIA, including 42 U.S.C.
8262(1)(9)(B), following Alvotech’s failure to provide a copy of its aBLA within 20 days of FDA’s
acceptance of the aBLA as required by 42 U.S.C. § 262(l)(2), and by the Declaratory Judgment
Act, 28 U.S.C. 88 2201 and 2202. See also 35 U.S.C. § 271. An actual and justiciable controversy
exists between Takeda and Alvotech regarding infringement of the Asserted Patents, and a judicial
declaration of the parties’ rights is necessary to resolve that controversy.

205.  Oninformation and belief, Alvotech has made substantial preparations and intends

to make, use, sell, offer for sale within, and/or import the aBLA Product into the United States
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promptly upon receiving FDA approval. Alvotech’s steps taken to commercialize the aBLA
Product—including entering in licensing, development, and supply agreements; directing clinical
studies for AVT16; and directing the submission of its aBLA—present a controversy of sufficient
immediacy to support declaratory judgment of patent infringement.

206.  Alvotech’s aBLA submission, together with its subsequent violation of 42 U.S.C.
8§ 262(1)(2) before the "969 patent expires, gives rise to an actual, immediate, and justiciable
controversy under the Declaratory Judgment Act as to whether Alvotech has infringed, or will
infringe, one or more claims of the *969 patent under 35 U.S.C. 8§ 271(b), (c), and/or (e), either
literally or under the doctrine of equivalents.

207.  On information and belief, Alvotech is aware, knows, and/or is willfully blind to
the fact that the commercial manufacture, use, sale, offer to sell, and/or importation of the aBLA
Product into the United States would infringe at least one claim of the 969 patent, either literally
or under the doctrine of equivalents.

208.  On information and belief, Alvotech will knowingly or with willful blindness
induce or contribute to another’s direct infringement of at least one claim of the 969 patent, either
literally or under the doctrine of equivalents. On information and belief, Alvotech possesses the
specific intent to encourage another’s direct infringement.

209.  On information and belief, Alvotech knows and is aware of the ’969 patent,
including due to the filing of this Complaint, and on information and belief, has been aware of the
’969 patent before the filing of this Complaint.

210.  Takeda seeks a declaratory judgment that future commercial manufacture, use, sale,

offer for sale, and/or importation of the aBLA Product would infringe the *969 patent.
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211.  Takeda will suffer irreparable harm for which damages would be an inadequate
remedy unless Alvotech were enjoined from infringing the claims of the *969 patent.

212.  Takeda seeks an injunction preventing Alvotech from the commercial manufacture,
use, sale, offer for sale within and/or importation into the United States of the aBLA Product.

PRAYER FOR RELIEF

WHEREFORE, Takeda respectfully requests the following relief:

A. a judgment and declaration that Alvotech has or will infringe or has or will induce or
contribute to infringement of one or more claims of the Asserted Patents by engaging in
the manufacture, import, offer for sale, sale, or use within the United States of the aBLA
Product before expiration of the Asserted Patents;

B. permanent equitable relief, including but not limited to, a permanent injunction that enjoins
Alvotech, its officers, partners, agents, servants, employees, parents, subsidiaries, affiliate
corporations, other related business entities, and all other persons acting in concert,
participation, or in privity with it and/or its successors or assigns from infringing the
Asserted Patents, or contributing to or inducing anyone to do the same, by acts including
the manufacture, use, offer to sell, sale, or distribution within the United States, or
importation into the United States, of any current or future versions of the aBLA Product,
the use of which infringes the Asserted Patents;

C. adeclaration that this is an exceptional case and an award to Takeda of its attorneys’ fees,
costs, and expenses pursuant to 35 U.S.C. § 271(e)(4) and 35 U.S.C. § 285;

D. any available damages pursuant to 35 U.S.C. § 284; and

E. such other relief as this Court may deem just and proper.
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DEMAND FOR JURY TRIAL

Plaintiffs respectfully request a trial by jury on all issues and claims so triable in this action

and in accordance with Rule 38 of the Federal Rules of Civil Procedure.

Dated: September 1, 2026 Respectfully submitted,

By: s/ Harvey Bartle

Harvey Bartle

MORGAN, LEWIS & BOCKIUS LLP
502 Carnegie Center

Princeton, NJ 08540-6241

Phone: (609) 919-6600

OF COUNSEL

Michael J. Abernathy (PHV forthcoming)
Christopher J. Betti (PHV forthcoming)
Amanda S. Williamson (PHYV forthcoming)
Wan-Shon Lo (PHV forthcoming)

Maria Doukas (PHV forthcoming)
Michael T. Sikora (PHV forthcoming)
MORGAN, LEWIS & BOCKIUS LLP
110 North Wacker Drive

Chicago, IL 60606-1511

Phone: (312) 324-1000

Julie S. Goldemberg (PHV forthcoming)
Margaret A. McGreal (PHV forthcoming)
Anna Johnson (PHV forthcoming)
MORGAN, LEWIS & BOCKIUS LLP
2222 Market Street

Philadelphia, PA 19103

Phone: (215) 963-5000

Christian D. Boettcher (PHV forthcoming)
MORGAN, LEWIS & BOCKIUS LLP
600 Anton Blvd., Ste 1800

Costa Mesa, CA 92626-7653

Phone: (714) 830-0600

Attorneys for Plaintiffs Takeda Pharmaceuticals

U.S.A., Inc. and Takeda Pharmaceuticals
International AG
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CERTIFICATION PURSUANT TO LOCAL CIVILRULE 11.2

Pursuant to Local Civil Rule 11.2, the undersigned attorney of record for Plaintiffs hereby
certifies that that, to the best of my knowledge and based upon the information available to me,
the matter in controversy is not the subject of any other action pending or any court or of any

pending arbitration or administrative proceeding.

Dated: September 1, 2026 Respectfully submitted,
By: s/ Harvey Bartle
Harvey Bartle
MORGAN, LEWIS & BOCKIUS LLP
502 Carnegie Center
Princeton, NJ 08540-6241
Phone: (609) 919-6600

Attorney for Plaintiffs Takeda Pharmaceuticals
U.S.A., Inc. and Takeda Pharmaceuticals
International AG
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