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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

GENENTECH, INCand-CIHY-OFHOPE,

PlaintifisPlaintiff, C.A. No. 18-924-CFC
CoplEER AL e LIVEDR SEAL
V.
AMGEN INC., JURY TRIAL DEMANDED

Defendant.

SECONDTHIRD AMENDED COMPLAINT
PlaintifsPlaintiff Genentech, Inc. (“Genentechéhd-City-of Hope{eollectively,
“Plaintifis)-bring-this-Seeourings this ThirdAmended Complainbrdeclaratoryand-injunetive

reliefagainst Defendant Amgen Inc. (“Amgen”) to addreaggAn’s infringement of patents

relating to Genentech’s groundbreaking breast caircey Herceptifi.

NATURE OF THE CASE

1. Breast cancer is a serious disease affecting a8amilion women in the United
States. Approximately 20-25% of those women stftan “HER2-positive” breast cancer. This
is a particularly aggressive form of the diseasgatterized by overexpression of human
epidermal growth factor receptor 2 (i.e., “HER2fpfeins due to excessive HER2 gene
amplification.

2. In the early 1990s, a diagnosis of HER2-positiveabkt cancer was effectively a
death sentence: patients had an average life @xpcof only 18 months. The quality of life for
those patients was markedly poor—the disease yapielastasized.€., spread to other parts of

the body). The only available treatments weresiweaand disfiguring surgery and
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chemotherapeutic drugs with harsh side effectstlaoske treatments added little to the patient’s
life span.

3. The treatment of HER2-positive breast cancer, hadites of millions of women
suffering from the disease, changed dramaticallig @enentech’s development of Hercehtin
Herceptif? was the first drug of its kind—an antibody caltegistuzumab that specifically targeted
the biological mechanism that makes HER2-positneat cancer such an aggressive form of the
disease.

4, Although the scientific community was initially gi&cal that such an antibody-
based therapy could work, Genentech'’s specific ouitiof using Herceptihproved remarkably
effective. Indeed, after Genentech revealed theltseof its clinical studies, the scientific
community hailed Herceptinas “the beginning of a whole new wave of biolobaraigs that
modulate the causes of canceahd a sign that “the whole field of cancer resedas turned a
corner.”®

5. Since FDA approval of Hercepfirin 1998, Genentech has worked diligently to
develop new methods of using Herceptirincluding improved dosing schedules and broader
indications—to expand access to therapy and imptioeguality of life for millions of patients
worldwide. This research has greatly expandecdhtimber of patients who are able to benefit
from Herceptifi. To further expand access to this lifesaving dfsignentech also provides

Herceptif? free of charge to patients who are uninsured onakafford treatment and assists

! Gina Kolata and Lawrence M. Fish&nugsto Fight Breast Cancer Near Approval, NEw YORK
TiMES (FRONT PAGE) (Sept. 3, 1998).

2 Robert LangrethBreast-Cancer Drug |s Backed by FDA Panel, Wall Street J. (Sept. 3, 1998).
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with out-of-pocket prescription-related expensad.told, Genentech has spent over two
decades, and billions of dollars, developing Hetin€pnto the life-saving drug it is today.

6. Genentech’s groundbreaking work developing Hero@ptias the result of years
of research from a group of talented scientistse United States Patent and Trademark Office
recognized that innovative work by granting Genemteumerous patents claiming Hercehtiis

manufacture, and its usénd

7. Seeking to profit from the successRigintifs’'Genentech’snnovations, Amgers

seekingoughtFDA approval of a biosimilar version of Herceftralled ABP 980-ABP-980-is-a

copyeat-preductfoftrastuzumab-anns). The FDA approved ABP 3fitich Amgenis

seekingnarkets under the tradename Kanijinti, on June B9 Zorthe same label indications and

usage as Hercepfin In fact, Amgens-relyingelied upon Genentech’'s own studies
demonstrating the safety and efficacy of Herc&piinobtain approval of its biosimilar product.

8. In 2010, Congress provided a pathway for resolgiatgnt disputes relating to
biosimilar products through the Biologics Price Quatition and Innovation Act (“BPCIA”).
Amgen initially purported to follow the process imed in the BPCIA, which requires biosimilar
applicants and innovator companies to exchangainanformation concerning the biosimilar
product and the patents that may be infringed bynthnufacture and sale of the biosimilar
product. See 42 U.S.C. § 262).

9. PlaintifsGenentechthusbrngbringsthis action for infringement pursuant to 35

U.S.C. 8 271(e)(2) based upon Amgen’s submissiots eBLA-Abbreviated Biologics License

Application (“aBLA”) for ABP 980. Plaintiffs-also-seelcenentech also seeks a judgment of
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infringement undeB5 U.S.C. § 271(a), (band (g) that Amgen’'snanufacture, use, offer to sell,

sale, or importation into the United States of Anigdiosimilar product has infringed the patents

described below. Genentech also seeleclaratory judgment pursuant to 42 U.S.C. 1262

and 28 U.S.C. § 2201 that the manufacture, user, tffsell, sale, or importation into the United
States of Amgen’s biosimilar product would infrindpe patents described below. Pursuant to 35
U.S.C. § 271(e)(4)(B), 42 U.S.C. § 2528)(B), 35 U.S.C. § 271(a), (b)g), and/or 35 U.S.C.

§ 283, PlaintifisGenenteclalsoseelseeksa preliminary and/or permanent injunction barring

Amgen’s manufacture, use, offer to sell, salepgrartation of its biosimilar product prior to the

expiration of those patent$a-the-eventthat Amgen-imperts,manufacturesaandhesits

the-expiration-of those patents,Plaintifisalsek&enentech also seekwnetary damages,

including lost profitsand/or a reasonable royalty, for Amgen'’s infringetnof Genentech’s

patentsand any further relief as this Court may deerhgusl proper.

PARTIES

10. Plaintiff Genentech is a corporation organized exidting under the laws of the
State of Delaware with its corporate headquartets@NA Way, South San Francisco,
California 94080.

11. Genentech was founded in 1976 and for four decaaebeen at the forefront of
innovation in the field of therapeutic biotechnofogroday, Genentech employs a large number
of researchers, scientists, and post-doctoral staffibers who routinely publish in top peer-
reviewed journals and are among the leaders ihd¢édions to their work by researchers.

Genentech currently markets numerous approved @ltagutical and biologic drugs for a range
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