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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

GENENTECH, INC,,

Plaintiff and Counterclaim

Defendant, Case No. 18-00924-CFC
V. JURY TRIAL DEMANDED
AMGEN INC., PUBLIC VERSION

Defendant and Counterclaim
Plaintiff.

AMGEN INC.’S ANSWER TO GENENTECH, INC.’S THIRD AMENDED
COMPLAINT., AFFIRMATIVE DEFENSES, AND COUNTERCLAIMS

Defendant Amgen Inc. (“Amgen”), by and through its undersigned attorneys, hereby
submits its Answer, Affirmative Defenses, and Counterclaims to the Third Amended Complaint
for declaratory and injunctive relief (“Complaint”), filed by Plaintiff Genentech, Inc. (“Genentech”
or “Plaintiff”’) on September 4, 2019.

Pursuant to Fed. R. Civ. P. 8(b)(3), Amgen denies each and every allegation in the
Complaint, whether express or implied, except those specifically and expressly admitted below.
Any factual allegation admitted below is admitted only as to the specific admitted facts, not as to
any purported conclusions, characterizations, implications, or speculations that may arguably
follow from the admitted facts. To the extent any allegation in the Complaint is vague and/or
ambiguous, Amgen denies such allegations. Amgen denies that Plaintiff is entitled to the relief

requested or any other relief.
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The headings and subheadings in Amgen’s Answer are used solely for purposes of
convenience and organization to mirror those appearing in the Complaint; to the extent that any
headings or other non-numbered statements in the Complaint contain or imply any allegations,
Amgen denies each and every allegation therein. Each of the numbered paragraphs in the Answer
below corresponds to the same-numbered paragraphs in the Complaint.

NATURE OF THE CASE

1. Amgen admits that breast cancer is a serious disease affecting women in the United
States. Amgen further admits that overexpression of HER2 has been found in about 25% to 30%
of human breast cancers and overexpression correlates with poor prognosis in patients with such
cancers. Amgen lacks sufficient knowledge or information to form a belief as to the truth of the
allegations of paragraph 1, and on that basis denies them.

2. Amgen lacks sufficient knowledge or information to form a belief as to the truth of
the allegations of paragraph 2, and on that basis denies them.

3. Amgen admits that Herceptin® (hereinafter “Herceptin”) contains the antibody
trastuzumab. Amgen lacks sufficient knowledge or information to form a belief as to the truth of
the remaining allegations of paragraph 3, and on that basis denies them.

4. Amgen lacks sufficient knowledge or information to form a belief as to the truth of
the allegations of paragraph 4, and on that basis denies them.

5. Amgen admits that the FDA initially approved Herceptin in 1998. Amgen lacks
sufficient knowledge or information to form a belief as to the truth of the remaining allegations of
paragraph 5, and on that basis denies them.

6. Amgen admits that the Patent Office has issued patents relating to trastuzumab.
Amgen lacks sufficient knowledge or information to form a belief as to the truth of the remaining

allegations of paragraph 6, and on that basis denies them.
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7. Amgen admits that pursuant to the Biologics Price Competition and Innovation Act
(“BPCIA™), it sought FDA approval of a trastuzumab biosimilar called ABP 980 (trastuzumab-
anns). Amgen further admits that it included in its application for FDA approval of ABP 980
publicly available information regarding the FDA’s previous determination that Genentech’s
trastuzumab product is safe, pure, and potent. Amgen also admits that it submitted to FDA a
proposed draft label that contains the same indications for which Herceptin is also approved.
Amgen further admits that it received FDA approval for ABP 980 on June 13, 2019 and that it
markets ABP 980 under the tradename Kanjinti® for the same label indications as Herceptin.
Amgen denies the remaining allegations of paragraph 7.

8. Amgen admits that Congress enacted the BPCIA in 2010. Amgen further admits
that it has complied with 42 U.S.C. § 262(1). The remaining allegations of paragraph 8 are legal
conclusions that require no response, and on that basis Amgen denies them.

0. Amgen admits that Plaintiff has brought an action alleging patent infringement
seeking relief against Amgen. Amgen denies Plaintiff is entitled to any such relief, requested or

otherwise. Amgen denies the remaining allegations of paragraph 9.

PARTIES

10.  Upon information and belief, Amgen admits the allegations of paragraph 10.

11.  Upon information and belief, Amgen admits that Genentech was founded in 1976
and that Genentech is the sponsor for a number of products that have received FDA approval.
Amgen lacks sufficient knowledge or information to form a belief as to the truth of the remaining
allegations of paragraph 11, and on that basis denies them.

12.  Amgen admits the allegations of paragraph 12.

13.  Amgen admits the allegations of paragraph 13.
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JURISDICTION AND VENUE

14.  The allegations of paragraph 14 are legal conclusions that require no response, and
on that basis Amgen denies them.

15. Amgen admits that it is incorporated in the State of Delaware. The remaining
allegations of paragraph 15 contain legal conclusions that require no response, and on that basis
Amgen denies them.

16. Amgen admits that it is incorporated in the State of Delaware. Amgen admits that
it has received FDA approval to market ABP 980 under the tradename Kanjinti®. Amgen admits
that on July 18, 2019, it announced that Kanjinti® is available in the United States. The remaining
allegations of paragraph 16 contain legal conclusions that require no response, and on that basis
Amgen denies them.

THE PARTIES’ EXCHANGES UNDER THE BPCIA

17. Amgen admits that on July 31, 2017, it announced the submission of Amgen’s BLA
to the FDA for ABP 980, which is being developed as a biosimilar to trastuzumab. Upon
information and belief, Amgen admits that Genentech’s trastuzumab is subject to BLA No.
103792. Amgen denies the remaining allegations of paragraph 17.

18. Amgen admits the allegations of paragraph 18.

19. Amgen admits that on October 16, 2017, Amgen provided Genentech a copy of
Amgen’s BLA. Amgen denies the remaining allegations of paragraph 19.

20. Amgen admits the allegations of paragraph 20.

21. Amgen admits that on November 20, 2017, Genentech requested specific
information concerning the manufacture of Amgen’s biosimilar product and that Amgen provided

additional manufacturing information to Genentech on December 1, 2017, and December 4, 2017.
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Amgen further admits that Genentech responded on December 15, 2017. Amgen denies the
remaining allegations of paragraph 21.

22. Amgen denies the allegations of paragraph 22.

23. Amgen admits that on December 15, 2017, Amgen received a list of 36 patents
from Genentech purporting to comply with Genentech’s statutory obligations pursuant to 42
U.S.C. § 262(D)(3)(A) (“Genentech’s 3A Statement”). Amgen denies the remaining allegations of
paragraph 23.

24, Amgen admits the allegations of paragraph 24.

25. Amgen admits that Genentech responded on December 27, 2017. Amgen denies
the remaining allegations of paragraph 25.

26. Amgen admits the allegations of paragraph 26.

27. Amgen admits that on February 6, 2018, Genentech supplemented its
§ 262())(3)(A) list to include U.S. Patent No. 9,868,760. Amgen denies the remaining allegations
of paragraph 27.

28. Amgen admits that on February 13, 2018, pursuant to 42 U.S.C. § 262(/)(3)(B),
Amgen provided Genentech with its detailed statement concerning non-infringement and
invalidity of the 36 patents identified in Genentech’s December 15, 2017 disclosure (“Amgen’s
3B Statement”). On March 3, 2018, Amgen supplemented its February 13, 2018 disclosure with
its § 262(/)(3)(B) disclosure for U.S. Patent No. 9,868,760. Genentech’s allegation regarding the
sufficiency of Amgen’s 3B statement contains legal conclusions that require no response, and on

that basis Amgen denies them. Amgen denies the remaining allegations of paragraph 28.
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